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Report To The Congress

OF THE UNITED STATES

Evaluating Benefits And Risks Of
Obstetric Practices--More Coordinated
Federal And Private Efforts Needed

The Federal Government, through the De-
partment of Health, Education, and Welfare,
has a number of responsibilities relating to
U S obstetric practices, including

--ensuring the safety and effectiveness
of drugs and medical devices,

-funding medical research and Pro-
fessional Standards Review Organiza-
tions,

--educating the public on health care,
and

--paying for deliveries under some feder-
ally funded programs

HEW needs to better coordinate these re-
sponsibilities, better educate the public on
the benefits and nisks of various childbirth
practices, and do more to help mimimize in-
correct use of obstetric practices
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COMPTROLLER GENERAL OF THE UNITED STATES
WASHINGTON, DC 20548

B~164031(5)

To the President of the Senate and the
Speaker of the House of Representatives

This report discusses the need for the Department of
Health, Education, and Welfare to better organize 1its ac-
tivities relating to medical practices used during child-
birth and to increase 1its efforts, in concert with the
private medical community, in evaluating these practices
and informing and educating the public about their benefits
and risks. The Department's responsibilities and activities
relating to obstetric practices include promoting research:
regulating drugs and medical devices; developing medical care
quality standards and evaluating the quality of medical care;
providing health education, information, and promotion; and
providing or paying for obstetric care.

Our review was made because of the intense controversy
over the benefits and risks of various obstetric practices,
increasing congressional concern over the cost and guality
of medical care, and the fact that obstetric practices affect
more than 6 million women and infants annually.

Copies of this report are being sent to the Director,
Office of Management and Budget, and the Secretary of
Health, Education, and Welfare.

7. A ot

Comptroller General
of the United States



COMPTROLLER GENERAL'S EVALUATING BENEFITS AND RISKS
REPORT TO THE CONGRESS OF OBSTETRIC PRACTICES--
MORE COORDINATED FEDERAL AND
PRIVATE EFFORTS NEEDED

Representatives from the medical community
say that obstetric practices 1in the United
States have contributed to a declining
fetal and infant mortality rate. However,
critics cite hazards associated with some
of the practices or point to differences
between these practices in the United
States and in some other countries.

Particularly controversial practices 1include
elective induction of labor, the use of
medication to relieve labor pain, the pre-
ventive use of forceps, routine electronic
fetal monitoring, and the increasing use of
cesarean sections. A GAQO review of these
practices showed that in many cases infor-
mation 1s 1nconclusive about their benefits
and risks. The review also showed a lack
of controlled and long-term studies on the
effects on a child of the use of some pro-
cedures. (See pp. 8 and 9.)

The Federal Government, through the Depart-
ment of Health, Education, and Welfare (HEW),
attempts to ensure the safety and efficacy
of drugs and medical devices, funds medical
research and Professional Standards Review
Organizations which evaluate medical prac-
tices, educates the public on health care,
and pays for deliveries under some federally
funded programs. (See pp. 5 and 13.)

Several HEW agencies have responsibilities
for or interests 1n obstetric procedures,

but no one organization has responsibility
for pulling the diverse efforts and 1nterests
together into a planned, coordinated approach.
The Food and Drug Administration regulates
some aspects of the use of drugs and medical
devices 1n obstetrics. Several other HEW
agenciles sponsor research or administer

Jear Sheet Upon removal, the report
cover date should be noted hereon 1 HRD-79-85



health education, information, and promotion
activities. Professional Standards Review
Organizations are responsible for establish-

ing criteria and standards for and evaluating

the necessity, quality, and appropriateness
of medical care. (See pp. 13 to 27.)

GAO's review showed that HEW has taken some
actions regarding obstetric practices, for
instance, on the safety and efficacy of some
drugs used 1n obstetrics. In 1978, HEW's
drug advisory commlttee recommended that
labels of drugs used for induction contain
a warning stating that the benefit versus
risk ratio for elective induction of labor
has not been defined. It recommended that
two drugs used for induction of labor be
removed from the market. In March 1979, an
HEW advisory committee discussed the use of
drugs to relieve paln during childbirth.
Although HEW has a system for collecting
information on adverse drug reactions, 1t
has no system for periodically reviewing
marketed drugs. 1Its efforts are concen-
trated on the licensing of new drugs. Its
review of medical devices under a 1976 act
1s sti1ll being put i1nto effect. (See pp. 14
to 19.)

HEW has also had limited involvement 1in
other areas. It has sponsored some research
on obstetric practices, but most of these
have been short term and not part of an
overall plan. In March 1979, HEW sponsored
a conference to discuss the benefits and
risks of electronic fetal monitoring and
other topics. Except for evaluations of
the use of cesarean sections, Professional
Standards Review Organizations have done
few medical care evaluations on obstetric
practices. (See pp. 20 to 27.)

RECOMMENDATION TO THE
CONGRESS

GAO recommends that the Congress consider
the problems identified 1n this report
relating to regulation of selected drugs
used during labor and delivery 1in deciding
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whether or how to strengthen the Food and
Drug Administration's authority on proce-
dures for regulating drugs. (See p. 36.)

RECOMMENDATIONS TO THE

SECRETARY OF HEW

GAO recommends that the Secretary of HEW
designate the newly created National Center
for Health Care Technology or some other
organization to oversee, coordinate, and
promote departmental activities relating

to obstetric practices. Specific activi-
ties should include:

--Convening a panel of representatives
Lammrn Tm A mam e 1 memm o omet mamAl ATl P |
LLOIll roueciadl dayciivclcoco 4dliu udiculeqal aliu
consumetr organizations with 1nterests or
responsibilities involving obstetric
practices to develop a plan for review-

ing obstetric practices.

--Evaluating, consistent with this plan,
existing research to give the public an
assessment of what 1s known and unknown
about the benefits and risks of various
U.S. obstetric practices.

--Setting priorities for and coordinating
HEW's research efforts on various obstetric
practices and developing a plan to obtain
needed data, including long-term effects
on the child. (See pp. 36 and 37.)

~-Determining how to help minimize 1ncorrect
use of obstetric procedures through Pro-
fessional Standards Review Organizations.

--Emphasizing health education, informa-
tion, and promotion activities on obste-
tric practices for health care providers
and the public.

COMMENTS BY HEW AND MEDICAL
PROFESSIONAL ORGANIZATIONS

GAO received written comments on a draft of
this report from HEW and informal comments
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from the American College of Obstetricians
and Gynecologists, the American College of
Nurse-Midwives, and two representatives of
the American Academy of Pediatrics. These
comments and GAO's evaluation of them are
summarized 1n chapters 4 and 5 of thas
report. HEW's comments are 1included as
appendix III of this report.

HEW agreed with most of GAO's recommendations
and 1dentified several actions 1t had taken
or planned to take to help resolve the con-
troversy surrounding obstetric practices.

The American College of Obstetricians and
Gynecologists said that 1t 1s willing to
work with HEW 1in this area.

Representatives from the American Academy
of Pediatrics agreed that more research on
the benefits and risks of obstetric prac-
tices 1s needed, and believed that the
benefits of various cbstetric practices
need to be given more consideration. The
American College of Nurse-Midwives believes
that more emphasis needs to be given to
educating couples on childbirth.

v



DIGEST
CHAPTER

1

3

4

Contents

INTRODUCTION

The birth process

Obstetric practices used 1in the
birth process

Federal agency 1nvolvement 1n
obstetric practices

Professional involvement 1n
obstetric practices

Scope of review

RESEARCH LITERATURE INCONCLUSIVE

Extent of Qise of selected obstetric
practices

Scope of studies generally limited
to the first day of infant's life

Some studies cited effects on infant
from certain obstetric practices

Chance of 1incorrect use of a
procedure

Questions about when to use a
procedure

THE FED.RAL GOVERNMENT SHOULD DO MORE TO
HELP RESOLVE THE CONTROVERSY OVER
OBSTETRIC PRACTICES

Problems with FDA's regulation of
drugs and medical devices

Federal research funding fragmented
and lacking direction

Little evaluation of obstetric
practices by PSROs

National Center for Health Care
Technology

Health education, information, and
promotion

CONCLUSIONS, EVALUATION OF HEW COMMENTS,
AND RECOMMENDATIONS

Conclusions

HEW comments and our evaluation
Recommendation to the Congress
Recommendations to the Secretary of HEW

Page

N =

O oo oo U

10
11
11
11

13
14
20
25
27
28
29
29
30

36
36



CHAPTER

5

APPENDIX
I

11

III

ACOG

CPHA

FDA
GAO
HEW
MCE

NICHD

NIH

NINCDS

OTA

PSRO

Page

COMMENTS BY PROFESSIONAL ORGANIZATIONS 38
ACOG 38
American College of Nurse-Midwives 39
American Academy of Pediatrics 39

Glossary 42

Charts derived from data obtained from the
Commission on Professional and Hospital
Activities 45

Letter of June 20, 1979, from the Inspector
General, HEW 57

ABBREVIATIONS

American College of Obstetricians and
Gynecologists

Commission on Professional and Hospital
Activities

Food and Drug Administration

General Accounting Office

Department of Health, Education, and Welfare
medical care evaluation

| 3
National Institute of Chlldihéglth and Human
Development

National Institutes of Health

National Institute of Neurological and
Communicative Disorders and Stroke

Office of Technology Assessment

Professional Standards Review Organization



CHAPTER 1

INTRODUCTION

Methods used 1n childbirth to facilitate labor and
delivery have become a controversial i1ssue in the United
States. Many have questioned the necessity, benefits, or
safety of some of the procedures. Critics cite hazards
which are associated with some of these obstetric practices
or point to differences in use of particular practices
within the United States or between the United States and
other countries. Some of these countries have lower infant
mortality rates than the United States, which some say indi-
cates a need to reexamine the childbirth methods used here.
Representatives from the medical community, on the other
hand, say that U.S. obstetric practices have contributed to
the declining U.S. perinatal (fetal and infant) mortality
rate. They claim that the benefits derived from using these
practices exceed any risks associated with them.

How babies are delivered 1s an important national
concern. FEach year more than 3 million deliveries occur 1in
the United States. Obstetric practices used during these
births may improve the chances for mother and baby to come
through the birth process healthy. But on the other hand,
these same practices may contribute to perinatal mortality,
birth injury, or permanent injury to the child, and may con-
tribute to injury to the mother.

In 1977 delivering babies ranked as the highest
diagnostic category for all discharges for females from
non-Federal, short-stay hospitals in the United States.

In fact, 1n 1977, about one in every six women discharged
from U.S. non-Federal hospitals had been admitted to give
birth. According to American Hospital Association data
published 1in 1976, about 4,620 of approximately 7,070 U.S.
hospitals offer obstetric services. The distribution of
births i1n these hospitals 1n 1976 was as follows:

Number Number of
of births hospitals
1-99 850

100-199 690
200-299 510
3,000 and over 90

Total 4,620




In April 1978, the Senate Subcommittee on Health and
Scientific Research held hearings on the implications of
various obstetric practices on the health of mothers and
children. Several witnesses questioned their safety for the
chi1ld. They also guestioned elective use of certain of these
obstetric practices. After these hearings, we met with Sub-
commilttee staff members and agreed to look i1nto some of the
1ssues concerning selected obstetric practices and Federal
agency 1involvement.

THE BIRTH PROCESS

Labor 1s the process by which the fetus passes from 1its
intrauterine environment to the outside world. Unless the
baby 1s delivered by cesarean section, three stages of labor
occur: dilation, delivery of the baby, and delivery of the
placenta.

The first, "stage of dilation," begins with the onset
of regular uterine contractions and ends with the complete
dilation of the cervix (the lower end or neck of the uterus).
The main goal during this stage 1s the shortening, thinning,
softening, and opening (dilation) of the cervix. The average
length of the first stage of labor 1s about 12 hours 1in a
first labor and about 7 hours 1n subsequent labors. However,
marked, individual variations occur in the length of the
first stage.

The second, "stage of expulsion or delivery," begins
with the complete dilation of the cervix and ends with the
birth of the baby. The goal of this stage 1s the descent of
the fetus through the vaginal canal and the infant's eventual
delivery. The length of this stage generally depends on the
amount of resistance the infant must overcome, but can also
be affected by other factors, such as i1nadequate uterine
contractions. For a woman who has already had a child and
1s now pregnant with a baby which 1s small, the second stage
may be only momentary. However, 1in a first labor or 1in a
subsequent labor when the baby 1s large, the mother may have
to exert much voluntary effort (bearing down) to advance the
baby through the birth canal. The second stage of labor 1is
considered prolonged but not abnormal 1f 1t lasts more than
1 hour. The textbook, "Williams Obstetrics," states that
the median length of the second stage 1s 50 minutes 1in the
first and 20 minutes 1n subsequent labors but notes that 1its
length can vary widely. In the United States, obstetriclans
believe that the second stage should generally not exceed
2 hours because of potential danger to the baby or mother.



The third stage of labor, "the placental stage," begins
when the delivery of the baby 1s complete and ends with the
delivery of the placenta. The goal of this stage 1s the
separation and expulsion of the placenta (a spongy structure
that grows on the wall of the uterus during pregnancy and

through which the fetus 1s nourished; also called after-
birth).

UMBILICAL CORD

UTERUS

PERINEUM

E’
N

CERVIX

TRANSVERSE SECTION TAKEN LATERALLY THROUGH THE
PELVIC REGION OF MOTHER IN LABOR PRIOR TO DELIVERY

SOURCE ADVENTURE TO MOTHERHOOD J ALLAN OFFEN MD



PROGRESSION OF FETUS DURING LABOR

END OF FIRST STAGE OF LABOR @ PROGRESSION DURING SECOND STAGE OF LABOR @

BIRTH CANAL

CERVIX

PROGRESSION DURING SECOND STAGE OF LABOR @ PROGRESSION DURING SECOND STAGE OF LABOR @

BIRTH CANAL

CERVIX

SOURCE ADVENTURE TO MOTHERHOOD J ALLAN OFFEN MD



OBSTETRIC PRACTICES USED IN
THE BIRTH PROCESS

Some obstetric practices are used routinely; some only
when complications develop. Still others are used both
routinely and for complications. We focused on five of
them: 1nduction of labor, use of drugs for relief of labor
pain, 1nstrument delivery (forceps or vacuum extraction),
electronic fetal monitoring, and cesarean section. Each
practice 1s discussed separately 1in our staff study, "A
Review of Research Literature and Federal Involvement Relat-
1ng to Selected Obstetric Practices" (HRD-79-85A).

FEDERAL AGENCY INVOLVEMENT
IN OBSTETRIC PRACTICES

TPadaral acanmiaocs ara meratxy d
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practices 1n several ways, including requlating obstetric
drugs and devices, funding research, and evaluating medical
practices. The Food and Drug Administration (FDA) of the
Department of Health, Education, and Welfare (HEW) 1s re-
sponsible for reviewing obstetric drugs and devices for
safety and efficacy. HEW also funds research on obstetric
practices, primarily through 1ts National Institutes of
Health (NIH), although several other agencies are also
involved. Professional Standards Review Organizations
(PSROs), which are funded by HEW, evaluate health care
practices, including those used in obstetrics. In November
1978, a National Center for Health Care Technology was
established to conduct and support research, demonstrations,
evaluations, and statistical and epidemiological activities
for the purpose of i1mproving the effectiveness, efficiency,
and quality of health services in the United States.
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The Federal Government also pays for many deliveries
through such programs as Medicaid, Maternal and Child
Health, the Civilian Health and Medical Program of the
_Uniformed Services, and the Federal Employees Health Bene-
fits program. The Department of Defense also provides
obstetric services 1n many military hospitals. In fiscal
year 1977, the Department of Defense paid nearly $67 million
for physician and in-hospital care for about 53,900 deliv-
eries under 1ts Civilian Health and Medical Program. Also
in 1977, Medicaid and the Maternal and Child Health programs
were the expected source of payment for 182,761, or nearly
15 percent, of 1.2 million deliveries reported by 1,558 hos-
pitals for which expected payment data were reported by the
Commission on Professional and Hospital Activities (CPHA),



a private-nonprofit organization that collects, analyzes,
and dissemlnates health care information.

PROFESSIONAL INVOLVEMENT IN
OBSTETRIC PRACTICES

The American College of Obstetricians and Gynecologists
{ACOG) 1s a professional organization for obstetricians.
ACOG 1ssues general standards for obstetric care and periodi-
cally publishes technical bulletins and statements on areas
of i1nterest to 1ts members. ACOG was also 1nvolved in a 1967
National Survey of Obstetric Practice funded by HEW. (See
p. 21.)

ACOG's publications touch on a variety of obstetric
topics. Its standards for obstetric-gynecologic services
for intrapartum care give recommendations for hospital ad-
mission policies and procedures for dealing with labor and
delivery. The technical bulletins describe currently accept-
able clinical technigues. They do not, however, represent
ACOG's official policy or recommendations and do not exclude
other acceptable methods of handling similar problems. Con-
cerning the five obstetric practices we reviewed, ACOG has
issued technical bulletins on fetal monitoring, obstetric
analgesia and anesthesia, and induction of labor. ACOG has
also 1ssued a statement on use of medications during labor
and delivery, urging physicians' caution until the long-term
effects of these medications are known.

SCOPE OF REVIEW

We reviewed over 1,000 U. S. and foreign research
articles on selected obstetric practices identified through
the National Library of Medicine's computer based Medical
Literature Analysis and Retrieval System and a review of
bibliographies of articles we obtained primarily from the
National Library of Medicine. We assessed the scope and
depth of the research done 1in terms of such factors as the
number of patients studied, the time period involved, the
use of control groups, and the procedures evaluated, and we
summarized the conclusions reached. We made no attempt to
make a clinical evaluation of the articles we reviewed, nor
did we attempt to evaluate pre-publication review and ap-
proval requirements of various journals.

We also contacted headquarters officials of the follow-
ing HEW agencies and offices about their involvement 1n
obstetric practices:



--Food and Drug Administration
Bureau of Drugs
Bureau of Medical Devices
Bureau of Radiological Health

-~Health Care Financing Administration
Health Standards Quality Bureau

—--Health Resources Administration
National Center for Health Statistics

--Health Services Administration
Bureau of Community Health Services
Office of Maternal and Child Health

~-National Institutes of Health
National Institute of Chaild Health and Human
Development
National Institute of Neurological and
Communicative Disorders and Stroke

--0ffice of the Secretary
Office of the Assistant Secretary for Planning
and Evaluation

We also met with officials of the Office of Technology
Assessment (OTA) and received information from PSROs oOn
evaluations of obstetric practices.

In addition, we obtained information from CPHA on hos-
pital occurrence in 1977 of the five obstetric practices we
reviewed. CPHA has a data base of about 2,200 hospitals
(about 1,900 1in the United States and about 300 in Canada
and Puerto Rico). These hospitals discharge about 17 million
patients a year and account for about 42 percent of the
short-term discharges 1n the United States and 28 percent
in Canada. For 1977, CPHA received data on 1.3 million
deliveries 1in the United States.

A copy of the bibliography of articles we reviewed and
a summary of research articles dealing with effects on the
infant for the five obstetric practices we reviewed can be
obtained from the

Human Resources Division

U.S. General Accounting Office
Room 130

12420 Parklawn Drive
Rockville, Maryland 20857



CHAPTER 2

RESEARCH LITERATURE INCONCLUSIVE

The research literature we reviewed was 1nconclusive 1in
determining the benefits versus risks of certain obstetric
practices used during labor and delivery. Consumer repre-
sentatives and some medical professionals are concerned
about the 1ncreasing elective and preventive use of these
practices and about the rising cesarean section rate. The
practices they are questioning include:

--Elective induction of labor--that 1s, beginning
labor artificially for the convenience of either
the patient or the physician.

~-Use of medication for pain relief during labor and
delivery 1n doses and ways which may be harmful
to the fetus/child.

—--Use of forceps (an instrument which can help deliver
the fetus from the vagina) and the preference of some
European countries for the vacuum extractor (also
used to facilitate vaginal delivery).

—--Routine use of electronic fetal monitoring.

——A doubled cesarean section rate in the United
States between 1971 and 1976.

Generally, the research literature did not address the
effects of these practices on the child beyond the first day
of life. Also, most of the research was retrospective, dealt
solely with one hospital's experience with a particular prac-
tice, and did not have matching control groups. In comment-
ing on a draft of this report, ACOG noted that the general
absence of adequate control groups 1s a major problem with
all of these research studies.

Some research studies did offer conclusions about the
benefits of these procedures. For instance, some sald the
procedures actually harmed the infant. Others cited in-
correct use of the procedure as the cause of harm to the
fetus/child. Still others indicated that use of one prac-
tice may lead to use of another which may harm the infant.
On the other hand, some researchers strongly advocate using
these obstetric practices.



The research literature seems to confirm that such
practices as those listed above have a place 1in obstetrics.
However, the literature does not resolve the question of how
often or whether to use the practices electively, preven-
tively, or routinely.

A detailed description of our research literature re-
view of the five obstetric practices mentioned above can be
found 1in our staff study, "A Review of Research Literature and
Federal Involvement Relating to Selected Obstetric Practices"
(HRD-79-85A) .

EXTENT OF USE OF SELECTED
OBSTETRIC PRACTICES

National data on the extent of use of the reviewed obste-
tric practices are not gathered routinely except for cesarean
sections. Also, we were not able to obtain large-scale data
on elective use of induction, preventive use of forceps,
routine use of fetal monitoring, or use of external methods
of electronic fetal monitoring. However, data we obtained
from CPHA on 1.3 million reported deliveries for 1977 showed
varliation 1n using these procedures particularly by region
of the country.

All
United North- North
States eastern Central Southern Western

————————————————— (percent) ————=——- cmmm————
Induction 11.8 13.7 13.6 8.8 10.3
Use of
anesthesia 80.8 75.3 81l.1 80.6 86.7
Forceps 25.6 24.2 23.9 31.7 22,2
Vacuum
extraction .3 .3 .2 .1 . 8
Intrauterine
procedures
{note a)
--for cesarean
sections 8.6 8.2 9.4 6.4 10.4
--for total
deliveries 10.4 10.6 10.8 7.9 13.0
Cesarean
sections 13.4 15.0 12.4 13.3 13.8

a/Primarily internal fetal monitoring.



CPHA also supplied information on these deliveries by type
of hospital (teaching versus nonteaching), hospital bed

si1ze, and payment source. Charts derived from these data
are 1in appendix II, showing data and percentages. The data
showed the percentage of use of these procedures tends to be:

~-Higher 1in teaching than nonteaching hospitals, with
the biggest variance occurring 1in the use of intra-
uterine fetal procedures, which were used during
(1) 11.6 percent of cesarean deliveries 1in teaching
hospitals versus 6.5 percent 1n nonteaching hospitals
and (2) 16.4 percent of total deliveries 1n teaching
hospitals versus 7.0 percent 1n nonteaching hospitals.

--Greater for larger hospitals with the biggest dif-
ference being 1n intrauterine procedures for total
deliveries which ranged from 6.2 percent for hospi-
tals with 1 to 199 beds to 14.8 percent for hospitals
with 400 or more beds.

--Less for deliveries paid for by Medicaid and title V
(the Maternal and Child Health program) than from
other sources except for intrauterine fetal proce-
dures, with the largest difference being 72.6 percent
use of anesthesia under Medicaid and title V versus
82.1 percent for other payment sources.

SCOPE QOF STUDIES GENERALLY LIMITED
TO THE FIRST DAY OF INFANT'S LIFE

In general, the studies we reviewed looked only at the
effects on the infant right after birth. However, a few
studies did go beyond this period and concluded that adverse
effects may not be immediately detectable.

The largest study providing data beyond the first day
of birth 1s the Collaborative Perinatal Project (see p. 23).
Data from the project have been used in other studies, 1n-
cluding those on the effects of medications and forceps.

Other long~term studies were limited. One was reported
by Niswander et al. 1n 1966 concerning elective induction of
labor. Also, a limited number of studies of forceps and
vacuum extraction followed up on children for more than
1l year after birth.
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SOME STUDIES CITED EFFECTS ON INFANT
FROM CERTAIN OBSTETRIC PRACTICES

Research studies we examined listed a number of harmful
effects as the result of certain obstetric practices. Some
authors even cited induction of labor, cesarean section,
drugs used to relieve labor pain, forceps, and electronic
fetal monitoring as a cause of infant death. However, the
percentages of such reported deaths were not high. Another
effect cited was prematurity due to an incorrectly timed
cesarean section or induction of labor. Obstetric drugs
were connected with behavioral alterations in the infant,
infant depression, and slowing of fetal heart rate. Scalp
abscesses and other head wounds were sometimes found to
result from electronic fetal monitoring. Head 1njuries were
also cited as resulting from delivery by forceps or vacuum
extraction.

However, not all studies associated these practices
with harm to the infant. Some said that they had no effect
or that selected practices were beneficial.

CHANCE OF INCORRECT USE
OF A PROCEDURE

Cases of 1incorrect use of a procedure causing harm to
the infant have occasionally been cited in the literature.
For example, excessive amounts of drugs used to relieve the
mother's labor pain or for induction of labor can harm the
infant. Also, several deaths have been attributed to acci-
dently 1njecting the fetus with a pain relieving drug. In
addition, 1ncorrect use of forceps, vacuum extraction, or
scalp electrodes used for fetal monitoring can cause infant
head 1njuries.

QUESTIONS ABOUT WHEN
TO USE A PROCEDURE

Our literature review confirmed that obstetric proce-
dures can facilitate delivery and can help decrease 1nfant
mortality and morbidity. However, sometimes a proposed pro-
cedure may be risky or 1ts need questionable. As a result,
some questions are ralsed about the need for using these
obstetric practices 1in such cases. For example:

—-=Is 1nduction of labor justifiable as an elective
procedure for the convenience of either the patient
or physician?® One of FDA's drug advisory commilttees
recently concluded that the benefit-to-risk ratio
for elective 1nduction of labor has not been defined.

11



FDA, therefore, 1s requiring manufacturers of drugs
used in induction to add a warning to their drug
labels. However, FDA 1s not requiring that physi-
cians warn their patients about these drugs.

--What 1s the proper balance between pain relief for
the mother and possible danger to the fetus from
medications used 1n labor and delivery? Heavy doses
of these medications may provide greater relief to
the mother but also have a greater harmful effect on
the fetus.

--Is preventive use of forceps a justifiable obstetric
practice?

--Is routine electronic fetal monitioring justifiable?
--Does the marked increase 1n cesarean sections indi-
cate an increasing need for these operations, and are

appropriate steps being taken to see that scheduled
cesarean sections are not done too soon®?

12



CHAPTER 3

THE FEDERAL GOVERNMENT SHOULD DO MORE

TO HELP RESOLVE THE CONTROVERSY

OVER OBSTETRIC PRACTICES

In view of 1ts various responsibilities affecting
obstetric practices--including those used 1n labor and
delivery—-—the Federal Government through HEW should do more
to (1) evaluate these practices, (2) help resolve some of
the controversy surrounding them, and (3) better inform and
educate the public on their benefits and risks. The respon-
sibilities 1in question include those for ensuring the safety
and efficacy of drugs and medical devices and funding medical
research. 1In addition, local PSROs could do more to estab-
lish medical care standards and criteria and encourage hos-
pitals to perform additional medical care evaluations (MCEs)
in the area of obstetric practices.

Our review showed that current Federal efforts in these
areas of responsibility are limited or lacking. Specific
problems include:

--FDA's regulation of drugs depends on when the drugs
entered the market, and FDA's adverse drug reaction
reporting system does not supply enough i1nformation
on long-term effects and adverse reactions to the
drugs. FDA's requlation of medical devices 1s rela-
tively new and not yet fully implemented.

--Federal funding of research on the obstetric prac-
tices we reviewed has been fragmented and lacks
overall direction.

—-—-PSRO MCEs of obstetric practices have been infrequent
because, according to HEW, PSROs and hospitals have
given higher priority to the medical and surgical
areas which 1nvolve larger numbers of patients.

--HEW has given little emphasis to educating and
informing the public on risks and benefits of
obstetric procedures.

In 1978, the Congress established a National Center for
Health Care Technology in HEW. However, at the time of our
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review 1t was too early to evaluate the work of the new
center, although 1t appears to have the potential for help-
ing resolve some of the controversy over obstetric practices

PROBLEMS WITH FDA's REGULATION
OF DRUGS AND MEDICAL DEVICES

FDA 1s responsible for regulating drugs and medical
devices under the Food, Drug, and Cosmetic Act of 1938, as
amended. One of FDA's major responsibilities 1s to approve
new drugs before marketing. FDA's approval process for new
drugs 1s based on animal studies and clinical studies on a
limited number of humans. FDA does not have the opportunity
to observe long—~term effects until drugs are marketed and
used extensively. Also, FDA does not require regular re-
views of marketed drugs, and 1ts present system for monitor-
1ng marketed drugs does not ensure that i1t knows about all
adverse reactions. Thus, there 1s no assurance that action
wi1ill be promptly taken when needed to remove drugs from the
market or add label warnings. FDA requires label warnings
for physicians on possible adverse effects of drugs. We
believe that more information on benefits and risks should
be given to patients during the prenatal care period. The
major legislation on FDA's regulation of medical devices 1s
the Medical Device Amendments of 1976. However, at the time
of our review FDA was still in the process of i1mplementing
1ts programs under these amendments. FDA 1s not responsible
for regulating medical procedures.

Leglslative background for regulating
drugs and medical devices

Under the Food, Drug, and Cosmetic Act, as amended, FDA
1s charged with ensuring that human and animal drugs and
medical devices are safe, effective, and properly labeled.
The provisions of the act for "new drugs" require that the
manufacturer of such drugs submit evidence to FDA demon=-
strating their safety and efficacy before placing them on
the market. The new drug application 1s the process for
submitting this evidence. Before 1938, no such requirement
ex1isted.

The Kefauver-Harris Amendment of 1962 strengthened the
1938 act by requiring submission of substantial evidence of
a drug's effectiveness before marketing. Thus, drugs enter-—
ing the market between 1938 and 1962 had only to prove safety
but not effectiveness, and those marketed before 1938 were

14



exempt from FDA regulation altogether (under a "grandfather
clause") as long as they retained the same composition and
labeling.

In response to the 1962 amendments, FDA has been con-
ducting a retrospective evaluation of the effectiveness of
drugs put on the market between 1938 and 1962. This Drug
Efficacy Study Implementation program 1s still going on.
Panels of experts are reviewing effectiveness data supplied
by the manufacturer and are classifying drugs in one of four
effectiveness categories. Those classified ineffective are
to be removed from the market.

The Congress further modified the act by the Medical
Device Amendments of 1976. Under these amendments, FDA
became responsible for assuring the public that devices
are safe and effective when used properly.

FDA's Bureau of Drugs and Bureau of Medical Devices
carry out these functions. FDA also has drug advisory com-
mittees to assist the Commissioner of Food and Drugs and
the Director of the Bureau of Drugs 1n reviewing new drug
applications. Upon request from FDA they review the use of
particular drugs. The Anesthesioclogy Advisory Committee
reviews those used 1n anesthesiology and related areas, and
the Fertility and Maternal Health Drugs Advisory Committee
reviews other obstetric drugs, such as those used 1n induc-
tion of labor.

No testing of long-term
effects on the child

When evaluating a new drug for approval, FDA does not
require testing for the potential long-term effects on the
infant or child because 1t 1s considered impractical to do
so. The testing which does occur considers only very short-
term effects on the infant. Thus, there 1s no assurance
that these drugs do not have a long-term or postponed ad-
verse effect on the child.

Before 1t approves any drug for marketing, FDA requires
three separate phases of clinical tests of the drug in
humans. The number i1nvolved 1in these tests, however, 1s
limited. These usually are:
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-—Phase I: first human testing; generally limited to
20 to 50 people.

--Phase II: generally about 100 to 200 people.

--Phase III: may include several thousand people.
However, FDA's guidelines only require a check of the new-
born at birth for such things as Apgar score 1/ and time to

sustained respilration.

No periodic reviews of
drugs already on the market

FDA does not periodically review drugs once they are on
the market. However, negative effects of drugs may appear
after their widespead use. Nevertheless, FDA's advisory
committees mentioned above have made few reviews of the
effect on the fetus/infant of drugs used during labor and
delivery. We could find only one such review by the Anes-
thesiology Committee between 1967 and 1978. 1In 1977 and
1978 the Fertility and Maternal Health Drugs Advisory Com-—
mittee reviewed all drugs used for induction of labor. 1In
1978, the Committee recommended that a warning label be added
to the labels of drugs used for induction of labor, stating
that the benefit versus risk ratio for elective 1induction
has not been defined. It also recommended that two drugs
used for induction of labor be removed from the market.
However, many other drugs used in obstetrics have not been
looked at. 1In March 1979, an FDA advisory commlttee dis-
cussed obstetric pain killers and appointed a subcommittee
to look i1nto the matter further.

Adverse reaction reports incomplete

Based on the research literature we reviewed, FDA's cur-
rent adverse drug reaction system does not contain complete
data on all such reactions found. For instance, the research
articles we reviewed showed over 20 times more occurrences
of one particular fetal effect than did the FDA information
for the same time period. FDA's explanation for the in-
complete data included not putting research literature re-
ports 1n 1ts computer system and physicians' reluctance to
report adverse drug reactions due to fear of malpractice
suits.

1/Apgar score 1s a measure of the physical condition of a
newborn infant. A more detailed definition 1s contained
on p. 42.
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Informing physicians and the public of adverse drug re-

actions 1s a responsibility for FDA under the Food, Drug,

and Cosmetic Act, as amended. As noted, 1n some cases ad-
verse reactions to new drugs, or frequent occurrence of such
reactions, only come out after widespread use of the drug
rather than through clinical tests. As a result, FDA must
continuously acquire and evaluate current and cumulative data
about adverse reactions to keep 1its information up to date.

To gather information on adverse drug reactions and to
assist in drug regulation, FDA created an adverse drug re-
action reporting system in 1960. This system was to alert
FDA to severe drug reactions and to identify a trend i1f a
drug continued to be associated with the same reaction. FDA
obtains adverse reaction information from various sources,
including drug manufacturers, hospitals, and physicians.
Nevertheless, sometimes physicians are reluctant to report
adverse reactions. For example, physicians are reluctant to
file reports since malpractice attorneys often use these data
in preparing their cases. Therefore, voluntarily submitting
such data might not be in their best interests. Another pos-
sible factor 1s that different physicians usually care for
the mother and infant. Therefore, the physician caring for
the i1nfant may not associate delayed reactions with drugs
used during labor and delivery.

We found a notable discrepancy between data collected
by FDA's adverse reaction reporting system and that shown 1in
the literature we reviewed. All data were for about the same
period. An FDA list gave data, starting with the fall of 1969
until October 1978, on adverse reactions to drugs used 1in the
third trimester of pregnancy and/or labor and delivery. The
report showed 136 reports of adverse reactions to 25 drugs
used 1n obstetrics. The most commonly reported reactions
were apnea (transient stopping of breathing, 12 times), brady-
cardia (slowed heartbeat, 10 times), stillbirth (9 times),
respiratory distress (7 times), death (6 times), nervousness
(6 times), and neonatal jaundice (4 times). However, based
on our review of U.S. research literature for 1970 to 1978,
this list appears quite 1incomplete. For example, the litera-
ture reported over 200 cases of fetal bradycardia (mainly
after paracervical block) as compared with 10 shown by the
FDA systenmn.

An FDA official told us that FDA does not attempt to
review research literature and 1insert adverse reactions
reported in the literature in 1ts computer file of adverse
reactions, but just 1includes data for which adverse reaction
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reports were submitted to FDA., In our report, “"Assessment

of the Food and Drug Administration's Handling of Reports

on Adverse Reactions From the Use of Drugs" (B-164031(2),
Mar. 7, 1974), we concluded that FDA's adverse drug reaction
reporting system had not achieved 1ts purpose of being a
means of collecting available information on drug reactions.
We recommended that FDA centralize within the monitoring unit
all information on adverse drug reactions located throughout
FDA, including information from medical literature. Although
FDA generally agreed with our recommendation, our current
work showed that 1t had not yet done this.

Drug labeling directed at
the physician only

Warnings on the labels of obstetric drugs are for the
physician, who may not pass them on to the patient. Cur~
rently, patients are dependent on their doctors to heed
these warnings and to use the drugs properly. However, FDA
1s considering a way of also getting information about these
drugs to patients. It seems to us that 1t would be prefer-
able for HEW to encourage and assist health care providers
to give prospective mothers information on childbirth prac-
tices during the prenatal period.

The primary reason for prescription drug labeling 1is to
give the doctor enough information to use the drug safely
and effectively 1n treating patients. The labels may also
carry warnings, 1including possible adverse reactions and
contraindications (situations in which the drug should not
be used). FDA does not require labeling or package 1inserts
for patients containing such information. Also, physicians
are not required to tell their patients about the contents
of labeling. In addition, FDA has no way to insure that
physicians heed warnings on drug labels or even heed listed
contraindications. In 1its April 7, 1975, Federal Register
notice proposing prescription drug labeling regulations,
FDA stated "* * * the labeling 1s not intended either to
preclude the physician's use of his best judgment in the
interest of the patient or to impose liability 1f he does
not follow the package insert."

An FDA official told us that although labeling currently
1s intended for the physician administering the drug, FDA
1s considering requliring patient package 1inserts that would
tell the patient about potential risks and benefits of
drugs. In relation to this, FDA sponsored a conference
on language for patlent package inserts in December 1978.
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Legislation has been proposed (such as S.1045 and
S.1075) which would enhance FDA's authority to regulate
drugs. The proposed legislation contains provisions relat-
ing to several aspects of FDA's activities, including drug
approval procedures, patient education, and post-marketing
surveillance. As of July 1979, the Congress was still con-
sidering various proposals.

Medical device safety classifications
sti1ll being put into effect

FDA 1is i1n the process of classifying medical devices
according to their safety and effectiveness. Through 1ts
Bureau of Medical Devices, FDA must assure the public that
medical devices are safe and effective.

The Medical Device Amendments of 1976 to the Food, Drug,
and Cosmetic Act of 1938 require FDA to classify all medical
devices 1nto one of three categories. The following class
names refer to the amount of control FDA will exercise over
each particular class:

—-—-Class I, General Controls. Devices for which existing
controls are enough to assure safety and effectiveness
or when 1nsufficient information exists to determine
controls are sufficient and the device 1s not life-
sustaining or life-supporting and does not present a
potential unreasonable risk of 1llness or 1injury.

--Class II, Performance Standards. Devices for which
controls are not enough to assure safety and effec-
tiveness, but for which enough information exists to
establish a performance standard to give this assur-
ance. Performance standards may relate to the con-
struction, components, 1ingredients, and properties of
medical devices.,

-=-Class III, Premarket Approval. Devices for which not
enough i1nformation exists to assure that general con-
trols and performance standards will provide reasonable
assurance of safety and effectiveness. The devices
are either life-sustaining or life-supporting, or they
present a potential unreasonable risk of 1llness or
1njury.

Obstetric devices remain to be classified under this
system. At the time of our review, FDA was planning to
classify fetal monitors, forceps, and vacuum extractors as
Class II devices. As a result of this classification, FDA
would need to adopt performance standards for these devices.
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FEDERAL RESEARCH FUNDING FRAGMENTED
AND LACKING DIRECTION

Many Federal agencies, especially within HEW, sponsor
research on obstetric practices. However, this research 1is
generally not coordinated as part of an overall plan. 1In
addition, the scope of these studies was generally short
term, and most did not consider effects on the fetus/child.
One large prospective study had Federal sponsorship. This
was the Collaborative Perinatal Project which began in the
late 1950s and included over 50,000 pregnancies. (See
pp. 23 to 25.) Researchers are still analyzing 1its data
which followed up on the children to age 7.

Scope of research limited

Most federally funded research on obstetric practices,
other than the Collaborative Perinatal Project, 1s directed
at short-term rather than long-term effects and deals with
a small number of patients. FDA funded one other project
which was to examine the long—-term effects of drugs used to
relieve labor pain on the infant/child, but 1t was canceled
before completion because FDA was unhappy with the contrac-
tor's progress. Also, many of the studies we reviewed dealt
with less than 100 patients. Most of the studies we reviewed
which were federally funded were very narrow 1n scope. For
example, a study might review one specific drug administered
by one specific route of administration.

Agencles funding research
do not coordinate their efforts

Although many Federal agencies fund obstetric research,
they do not coordinate their efforts. For the most part,
agencies acted independently and had no overall action plan
or list of priorities. During our review, we concentrated
on HEW research efforts. They generally lacked an overall
direction or goal. Most of the research we reviewed was
funded by NIH. The two NIH institutes most active 1n obste-
tric research are the National Institute of Neurological
and Communicative Disorders and Stroke (NINCDS) and the
National Institute of Child Health and Human Development
(NICHD). Other HEW components involved 1in research are the
Office of Maternal and Child Health within the Health Serv-
1ces Administration and the Office of the Assistant Secre-
tary for Planning and Evaluation. This list also includes
FDA to a limited extent. Finally, some research has been
done by agencies outside HEW, including OTA. No formal
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mechanism existed to coordinate the research activities of
the various agencies.

A major function of NIH 1s to conduct and support re-
search into the causes, diagnosis, prevention, and cure of
human diseases and on the processes of human growth and
development. NINCDS has this research responsibility for
neurological, sensory, communicative, and muscle disorders.
As part of this function, NINCDS sponsored a massive, multi-
disciplinary, prospective research effort known as the
Collaborative Perinatal Project. (See pp. 23 to 25.,) NICHD
conducts and supports biomedical and behavioral research on
chi1ld health, maternal health, and problems of human develop-
ment, especially retardation. Within NICHD, the Center for
Research for Mothers and Children generally directs 1ts re-
search on humans at a specific topic such as sudden infant
death syndrome or high-risk pregnancies. Also, NICHD funded

some research studies on drugs and on fetal monitoring.

Due to both the inherent limitations in clinical trials
and the need for improved methods of disseminating research
information, NIH initiated a process for developing a con-
sensus among representative experts regarding the proper
role of a given medical technology. This process 1s called
"technical consensus development." At the time of our re-
view, NIH had not held any consensus development conferences
on the five obstetric practices we looked at except fetal
monitoring. In March 1979, a consensus development confer-
ence on antenatal diagnosis was held which addressed fetal
monitoring, predictors of fetal maturity, and other topics.

The Office for Maternal and Child Health within the
Health Services Administration supports research aimed at
improving the health of mothers and children. For example,
concerning infant and perinatal mortality and morbidity,
the research focuses on such topics as the effects and
outcome of designating certailn regional hospitals for high-
risk maternal and infant care; the relationships between
perinatal and infant mortality and morbidity and gestational
age and birth weight; and the redefining of the essential
components of prenatal care. Regarding obstetric practices,
the Office of Maternal and Child Health has funded a project
on the 1increased incidence of cesarean section in California
and two studies on fetal monitoring 1n high-risk pregnancies.

The Office of Maternal and Child Health also supported
a national survey of obstetric practices and associated serv-
ices 1n hospitals in the United States done by ACOG. In this
survey a comprehensive questionnalre was sent to every known
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hospital in the United States maintaining a maternity service.
The response rate was 73 percent, and the 3,883 hospitals
completing the questionnaires reported 2,795,601 births--
approximately 80 percent of the hospital births occurring in
the United States in 1967. The questionnalre 1included ques-
tions on pregnancy outcome, induction of labor, cesarean
sections, use of anesthesia, physical facilities, hospital
staff, laboratory facilities, and care of the newborn.

HEW's Office of the Assistant Secretary for Planning
and Evaluation may also fund research on obstetric prac-
tices. This office hired a consultant to study the 1in-
creaslng cesarean section rate.

Although FDA's primary involvement i1n obstetric prac-
tices 1s 1n regulating drugs and devices to ensure their
safety and efficacy, FDA also sponsors research. However,
FDA's 1involvement 1n research on the obstetric practices
we looked at has been almost nonexistent. FDA did sponsor
one study to find ways of assessing the effects of selected
drugs used to relieve labor pain on infants and young
children., The study was to cover the first few years of a
child's life but was canceled before completion.

FDA's Bureau of Radiological Health plans and conducts
research to determine health effects of radiation exposure.
As of September 1978, the Bureau had been 1involved in some
research concerning the use of ultrasound during pregnancy.
However, 1t did not focus on ultrasound use for fetal moni-
toring during labor and delivery.

Also, HEW's National Center for Health Statistics per-
formed a National Natality Survey in 1972, Thils survey
involved an 0.2-percent sample of the 2,818,000 legitimate,
live, hospital births occurring in the United States in 1972
linked with a mail followup survey of the mothers, physicians,
and hospitals associated with those births. In the survey,
five types of delivery (spontaneous, forceps, cesarean sec-
tion, breech, and other) were examined according to a wide
variety of social and demographic, maternal health, infant
health, and health insurance characteristics.

In addition to HEW, other Federal agencies are 1involved
1n obstetric research. A number of the research studies we
reviewed were done at military hospitals by military doctors.
Also, other work has been done by OTA.

OTA has done some research on fetal monitoring. The

basic function of OTA 1s to assess for congressional commit-
tees the beneficial and adverse effects of technologies,
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together with analyses of alternative technologies. 1In
September 1978, OTA published a report entitled "Assessing
the Efficacy and Safety of Medical Technologies." This was
done 1n response to a request by the Senate Committee on
Labor and Human Resources

"* * * to examine current Federal policies
and current medical practices to determine
whether a reasonable amount of justification
should be provided before costly new medical
technologies and procedures are put into
general use."

The report examines the importance and the current status of
information on efficacy and safety of medical technologies
as well as ways of generating that information. One of the
17 case studies 1n this report was on electronic fetal moni-
toring. 1In April 1979, HEW's National Center for Health
Services Research published a report on a literature review
of the costs and benefits of electronic fetal monitoring.

Collaborative project still incomplete

The NINCDS Collaborative Perinatal Project, begun in
the 1950s, 1s still incomplete. Researchers are continuing
to analyze the data from this project. Some have criticized
the project because (1) patients were not selected for obste-
tric practices randomly, (2) patients were treated in many
different institutions by physicians of varying competence
and training and 1in hospitals with different philosophies of
obstetric care, (3) the control group used may not have been
approprlate for assessing obstetric practices, and (4) obste-
tric practices have changed considerably since the time of
data collection. Nevertheless, several researchers have
used the project's data as a basis for their own studies.

The Collaborative Perinatal Project 1s a prospective
cohort study which seeks leads to the causes of cerebral
palsy, mental retardation, learning disorders, congenital
malformations, minimal brain dysfunction, convulsive dis-
orders, and communicative disorders through studies which
relate the events, conditions, and abnormalities of preg-
nancy, labor and delivery, and early neonatal life to the
neurological and mental status of the children of these
pregnancies as the children grow and develop. Through 1978,
project costs were about $125 mill:ion.

The project was designed to record and observe the
obstetric progress of pregnant women and to follow up on
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development of their offspring to age 7. According to HEW,
children with cerebral palsy were the study cases, and those
children without cerebral palsy were the control group.
Researchers did not attempt to influence any medical deci-
sions 1n the course of pregnancy, labor, or delivery. The
project studied 55,908 pregnancies between 1959 and 1965.
The study sample was about half black and half white and was
not intended as a statistical sample of the United States.

Deliveries occurred between 1959 and 1966 at 14 hospitals
affi1liated with 12 universities throughout the United States.
According to HEW, either all or a randomly selected group of
women seeking care at each of these hospitals were enrolled
in the project. The children studied 1n the project were
examined during their first year and again in their third and
fourth years. At 7 years of age children received extensive
testing, including a pediatric-neurological examination, a
battery of psychological tests (including an I.0Q. determi-
nation), and visual testing. In June 1974 an assessment of
speech, language, and hearing development completed the
followup on the children. As of June 1976, the basic data
file on the project was complete.

In March 1978, NINCDS contracted for another study
using data generated by the Collaborative Perinatal Project.
This comprehensive study will look at effects on the off-
spring of labor and delivery. This study, currently funded
at $1274000 annually, 1s scheduled for completion in March
1982. 'One objective of the study 1s to determine the

mx * * relationships between the various types
of maternal anesthesia—-analgesia and development
of the child; specifically to examine 1n detail
the time-dose relationships and drugs used 1n
combination during the course of labor and
delivery 1n relation to long-term neurological
outcome in the child."

However, the data to be used are for births occurring between
1959 and 1966. ACOG questions the current usefulness of the
project data because obstetric practices have changed con-
siderably since the 1959-66 period and because 1t bellieves
the Collaborative Perinatal Project's methodology was not
appropriate for assessing obstetric practices.
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LITTLE EVALUATION OF OBSTETRIC
PRACTICES BY PSROs

Since their creation, PSROs appear to have done little
to evaluate the obstetric practices we reviewed, other than
cesarean section. PSROs were established by the 1972 amend-
ments to the Social Security Act to assure the necessity,
appropriateness, and quality of health services under the
Medicare, Medicaid, and Maternal and Child Health programs.
A major part of this congressional mandate 1s the performance
of MCEs by PSROs to review care or medical management prac-
tices to assess the quality or use of health services. But
so far, i1n the area of practices used during labor and
delivery, few MCEs have been done; the largest effort has
been 1n evaluating cesarean sections.

Under the PSRO program, HEW's Health Care Financing
Administration contracts with nonprofit organizations of
local physicians to develop and implement a health care re-
view system. Part of this system 1s the retrospective MCE
study 1n short-stay general hospitals. Either PSROs, or
hospitals under authority from them, select topics for re-
view, develop criteria, review medical records, identify
problems, and see that corrective actions are taken. HEW
encourages PSROs and hospitals to conduct MCEs on all pa-
tients rather than just Medicaid, Medicare, or Maternal and
Chi1ld Health patients to obtain a better analysis of practice
patterns.

However, because (1) PSROs have done so few MCEs on
obstetric practices, (2) the scope of evaluations varied so
much 1n those choosing to evaluate cesarean sections, and
(3) 1nformation 1s not readily available on the criteria
used or quality of evaluations, no conclusive data are avail-
able on the safety or necessity of these procedures (from
MCEs). Although PSROs could help provide some of the answers
to questions raised by critics of these procedures or re-
searchers, PSROs have generally not given much emphasis to
this area. According to HEW, most topics selected for MCEs
have centered on more frequent medical/surgical admissions.
Although HEW has not 1issued guidance to PSROs for evaluating
obstetric procedures, some efforts are beginning toward
developing criteria for cesarean sections.

Statistics on obstetric MCEs

From 1975 to 1977 cesarean section and normal delivery
accounted for 3.8 percent of the total MCEs reported by
97 PSROs. In terms of topic frequency for this period,

25



cesarean section was 7th and normal delivery was l4th. 1In
August 1978, HEW provided us with a computer list of MCEs
done 1n the areas of normal delivery and cesarean section.
According to this list, 68 PSROs reported 391 MCEs on
obstetrics--234 on cesarean section and 157 on other
deliveries. Of these 68 PSROs, 16 reported only 1 MCE on
deliveries and 9 reported more than 10. Nine PSROs ac-
counted for 191, or 49 percent, of all MCEs on obstetrics.
Excluding cesarean sections, 43 of the 68 PSROs reported
none or one MCE on obstetrics.

MCE abstracts submitted to HEW by PSROs generally con-
tained insufficient information to determine specific study
objectives or findings. According to HEW, this 1is partly
because some of the information 1s protected by guidelines
governing the confidentiality of patients and practitioners.
We sent questionnaires to the 9 PSROs reporting more than
10 MCEs on obstetrics to obtain additional information on
the scope and findings of their evaluations. Replies from
seven of the nine are summarized below.

Cesarean section

Study objectives 1n this area varied considerably.
Forty-one studies addressed the necessity of or reasons for
a cesarean section, and for 38 studies, objectives were not
documented or given. Findings of the studies varied widely,
the most common being deficiencies 1n documentation 1in
medical records.

Because of the relatively small number of cesarean
section studies, the variety or vagueness of study objec-
tives, the usually small number of cases reviewed (ranging
from 9 to 117, except i1n two cases) and the lack of infor-
mation on criteria used 1n the studies, we could draw no
conclusions on the safety, appropriateness, quality, or
necessity of obstetric practices from the information avail-
able from MCEs. HEW believes that the small number of cases
reviewed 1s largely attributable to the small number of
cesarean sections done, particularly 1in smaller hospitals.

Other obstetric practices

Responses from 7 of the 9 PSROs with over 10 MCEs
listed as dealing with delivery or cesarean section
showed that there were
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--6 on drugs used during labor and delivery,

-=3 on elective induction and 1 on induction of labor,
--4 on fetal monitoring, and

—--1 on forceps and none on vacuum extraction.

NATIONAL CENTER FOR HEALTH
CARE TECHNOLOGY

In November 1978 a new National Center for Health Care
Technology was established which may consider obstetric
practices.

The Health Services Research, Health Statistics, and
Health Care Technology Act of 1978 established in HEW the
National Center for Health Care Technology. The act reguires
the Secretary of HEW, acting through the Center, to:

--Undertake and support assessments which consider the
safety, effectiveness, and cost effectiveness of
health care technologies and their social, ethical,
and economic 1impact.

--Encourage, undertake, and support research, demon-
strations, and evaluations concerning health care
technologies, including their safety and efficacy.

-—-Establish priorities, 1n consultation with the
Secretary of HEW and a National Council on Health
Care Technology (also established by the act), for
1ts activities giving emphasis to:

"(A) the actual or potential risks and the actual
or potential benefits to patients associated
with the use of the technology,
"(B) the actual or potential cost of the technology,
"(C) the actual or potential rate of 1ts use, and
"(D) the stage of development of the technology.”
The National Council's responsibilities include (1) pro-
viding advice on the Center's functions, (2) reviewing cer-
tain applications for grants and contracts, (3) advising the

Secretary of HEW on the safety, efficacy, effectiveness, and
the social and economic i1mpacts of health care technologies,
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and (4) developing and promulgating, when appropriate,
exemplary standards, norms, and criteria concerning the use
of health care technologies. The act defines health care
technology as any discrete and 1dentifiable regimen or
modality used to diagnose and treat 1llness, prevent dis-
ease, maintain patient well-being, or facilitate the pro-
vision of health care services.

In July 1979, the National Council held 1ts first meet-
ing, and the Center was 1in the process of building 1ts staff
to carry out 1ts functions and to start economic analyses
of selected medical technologies.

HEALTH EDUCATION, INFORMATION,
AND PROMOTION

The National Consumer Health Information and Health
Promotion Act of 1976 requires HEW to inform and educate the
public about personal health behavior, preventive health
services, and the appropriate use of health services. The
act authorizes HEW to undertake various activities, such as
conducting or supporting new and 1nnovative programs 1in health
and education, developing materials, curriculums, and programs
for use by schools, news media, health care providers and
others, and developing model curriculums for training educa-
tional and health professionals 1n health education. HEW's
Office of Education and Bureau of Community Health Services
also administer programs which 1include or could include health
education and information activities.

Representatives from HEW's Bureau of Health Education,
Office of Maternal and Child Health, Office of Education,
and the Office of the Assistant Secretary for Health told us
that to date very little emphasis has been given to providing
health education and i1nformation material on the benefits
and risks of obstetric practices used during childbarth.

For example, the director of HEW's Bureau of Health Educa-
tion said that his office had not made any efforts in this
area. However, he believed that developing informational
and educational materials on obstetric practices for the
public and efforts to instruct or guide health care pro-
fessionals 1n explaining obstetric procedures to prospective
mothers would be worthwhile.
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CHAPTER 4

CONCLUSIONS, EVALUATION OF

HEW COMMENTS, AND RECOMMENDATIONS

CONCLUSIONS

Several HEW agencies have responsibilities for or
interests 1n various aspects of obstetric procedures, but
no one organization has been given or assumed responsibility
for pulling the diverse efforts and interests together into
a planned, coordinated approach. HEW could do more to help
resolve these problems 1f 1t developed a more systematic
approach.

FDA regulates some, but not all, aspects of drug and
medical device use 1n obstetrics. Several HEW agencies
sponsor research or have responsibilities for health educa-
tion, information, and promotion. PSROs are responsible
for establishing criteria and standards for and evaluating
the necessity, quality, and appropriateness of medical care.
Many of the activities of HEW agencies have gaps or short-
comings relating to obstetric practices.

In carrying out 1ts responsibility to ensure the safety
of drugs, FDA has been hampered by problems and obstacles
1t faces 1n obtaining information on long-term effects of
drugs both before 1t approves a drug for marketing and after
the drug 1s marketed.

FDA's drug advisory committees have reacted to some
potentially hazardous occurrences by recommending label
warnings or, 1n a few instances, 1in the case of drugs for
induction of labor, recommending removal from the market.
However, without a periodic review of drugs this system may
miss some needed action or not react i1n a timely manner.
Also, FDA's requirement for a warning label does not nec-
essarily preclude use, and greater effort 1s needed to get
more information to patients during the prenatal period.

The Federal Government lacked a coordinated strategy
or overall research plan for evaluating obstetric practices
or educating the public on their benefits and risks. Long~-
term research necessary to prove the safety of various
obstetric procedures on infant development 1s generally
not being funded by the Government. One exception 1s a
study sponsored by NINCDS on the long-term effect of various
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obstetric drugs based on Collaborative Perinatal Project
data, but the conclusions reached on obstetric practices
using data from this study have been questioned and are

uncertain. Also, the data are on births occurring from

1959 to 1966 and do not always reflect current obstetric
practices.

PSROs have conducted relatively few evaluations of
obstetric practices other than cesarean section through
their MCE program. We could draw no conclusions on the
safety, appropriateness, gquality, or necessity of obstetric
practices from MCEs because of their limited numbers, vary-
1ng or uncertain scopes, and the lack of available informa-
tion on criteria used.

Limited emphasis has been given to obstetric practices
1n the area of health information and education. FDA 1is
considering requiring patient information for drugs.

The recent creation of the National Center for Health
Care Technology appears to give HEW a way to help resolve
some of the controversy surrounding obstetric practices.
NIH's March 1979 conference on antenatal diagnogis aided
in this objective.

HEW COMMENTS AND
OUR EVALUATION

In bringing our findings to HEW's attention, we proposed
that the Secretary of HEW, through the newly created National
Center for Health Care Technology, or some other means, con-
vene a panel of representatives from Federal agencies with
interests or responsibilities 1involving obstetric practices,
ACOG and other appropriate professional organizations, and
consumer groups or other members of the public to develop a
plan for reviewlng obstetric practices.

Specific activities for consideration by this panel were:

--Evaluating existing research to give the public an
assessment of what 1s known and unknown about the
risks and benefits of various U.S. obstetric practices.
This evaluation was to address which research data
(1ncluding the Collaborative Perinatal Project) should
be given the most credence. Specific practices to
be looked at were (1) elective medical and surgical
induction and stimulation of labor, (2) use of drugs
for pain during labor and delivery, (3) preventive
use of forceps and use of forceps versus the vacuum
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extractor, (4) use of fetal monitoring for routine
versus high-risk patients only, and (5) the reasons
for the 1ncreasing cesarean section rate.

--Determining and setting priorities for research,
including that on long-term effects on the child
(and time to be covered) of various obstetric prac-
tices and developing a plan to obtain needed data.

—-Determining whether FDA's authority or procedures
for regulating drugs and devices need strengthening
regarding obstetric practices.

--Determining how to minimize 1ncorrect use of obstetric
procedures, such as inducing labor prematurely or
performing cesarean section too soon by encouraging

naennNn 4= A ~ ~ o
PSROs to do more MCEs which are more thorough on

obstetric practices and aiding them to develop cri-
teria and standards for such evaluations.

--Emphasizing health education, information, and
promotion activities on obstetric practices for
health care providers and the public.

HEW agreed with our general conclusions that 1t should
increase 1ts efforts 1n evaluating obstetric practices and
informing the public about the benefits versus risks of ob-
stetric practices. HEW concurred with most of our proposals.
In other cases, 1t specified actions 1t has initiated or plans
to take. A summary of HEW's comments and our evaluation of
them follow. 1In general, we believe that the actions HEW
has taken, 1s taking, and plans to take are responsive to
our proposals.

General comments

HEW made the following general comments:

--It may be impossible for ethical and medical-legal
reasons to conduct a randomized clinical trial of
certailn obstetric practices. In some cases, clinical
trials would require large sample sizes and consider-
able time and money. Also, it 1s possible that the
medical practices could change by the time the results
of such trials are available.
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-~HEW allows PSROs or their delegated hospitals to
determine their own priorities 1n choosing MCE topics.
Relatively few MCEs cover the obstetrics area be-
cause of the larger number of Federal beneficiaries
who are admitted to hospitals for general medical
and surgical treatment.

--NICHD's March 1979 Consensus Development Conference
on Antenatal Diagnosis should be given more attention
in our report. HEW noted that the conference dealt
with several topics 1in addition to fetal monitoring,
which was the only one discussed 1n our draft report.
Additional topics included, but were not limited to,
predictors of fetal distress, fetal maturity, and
hereditary disease and congenital defects, as well
as ultrasound. Furthermore, HEW said recommenda-
tions from this conference will be widely disseminated
to the public and the medical profession and should
significantly affect these areas of obstetric practice.
For example, HEW stated that one of the reports form-
ing the basis for the conference dealt with predictors
of fetal maturity and described the results of NICHD-
supported research. According to HEW, these results
will enable physicians to eliminate almost completely
the problems of prematurity and respiratory distress
which complicate 15 percent of scheduled cesarean
sections.

We generally concur with these comments and have made
changes to this report, as appropriate.

Comments on proposals

HEW concurred 1in our proposals for (1) developing a
plan for reviewling obstetric practices, (2) evaluating the
adequacy of FDA's authority or procedures for the regulation
of drugs, but felt 1t had ample authority for obstetric
devices, (3) encouraging PSROs to devote more effort to
evaluating obstetric procedures, and (4) emphasizing health
education, information, and promotion activities. HEW said
that:

--The National Center for Health Care Technology will
place obstetric practices high on 1ts list of priori-
ties for assessment. HEW indicated that i1t would
take a coordinated approach 1n assessing technologies
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related to obstetric practices and said that conven-
ing a properly constituted panel with broad repre-
sentation would be an appropriate early step. Also,
although HEW supports our suggestion that the Na-
tional Center address the 1issues raised in the re-
port, 1t said that there will be some delay while
the Center becomes fully staffed and operational
within the coming year.

-~It 1s concentrating considerable effort on develop-
ing sample criteria to assist PSROs establish gen-
eral standards for quality of care, including com—
ponents aimed at obstetric care. Also, HEW said
that (1) our final report will be useful in drawing
PSRO attention to specific 1issues, (2) our suggestion
for evaluating existing research should be helpful
in providing PSROs and the program with more data
and information on the nature and extent of the
problems cited, and (3) PSROs will be directed to
investigate the situation locally and take correc-
tive action as necessary.

-~-It was taking and would take additional action to
enhance and coordinate health education, informa-
tion, and promotion activities on obstetric prac-
tices for health care providers and the public.

-=-Although FDA has ample authority to regulate ob-
stetric devices, 1t needs additional authority to
regulate drugs, especially to 1mpose requirements
after drugs are approved for marketing. HEW said
that 1t has sent proposed legislation to the Congress
that would give FDA the needed additional authority.
Moreover, we are recommending that the Congress con-
sider our findings 1in 1ts deliberations on proposals
to amend FDA's authority for regulating drugs.

HEW said that 1t did not concur in our proposals to
(1) establish a panel to help plan and oversee all HEW
activities relating to obstetric practices, (2) evaluate
existing research to give the public an assessment of what
1s known and unknown about the benefits and risks of ob-
stetric practices, and (3) determine and set priorities
for research on obstetric practices and develop a plan
to obtain needed data. A discussion of HEW's comments on
those proposals 1t disagreed with follows.
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Convening a panel for undertaking
several activities

We agree with HEW's comment that a panel would not be
necessary for all the proposed activities. However, we be-
lieve that HEW should designate an organization to be re-
sponsible for overseeing and coordinating its range of
activities~-research, regulation, reimbursement, standard
development, medical care quality evaluation, and health
education, information, and promotion-—as they relate to
obstetric practices. We discussed this with HEW offaicials,
who said they concurred.

Our proposals were modified accordingly. We are recom-
mending that HEW designate an organization to be responsible
for overseeing and coordinating 1its range of activities
relating to obstetric practices.

Evaluating existing research

In commenting on our proposals relating to evaluating
research and setting research priorities, HEW did not seem
to question the desirability of the proposed actions, but
said that 1t had either initiated or planned actions which
relate to these proposals. While we acknowledge that HEW's
iniltiated or planned activities should help resolve the
problems 1dentified, we believe our proposal 1s appropriate,
as discussed below.

HEW said that (1) evaluation of research data 1s the
absolutely essential i1ngredient of NIH or National Center
for Health Care Technology assessments and would apply to
obstetric practices and (2) the NIH consensus program places
great emphasis on public information, and the National Cen-
ter 1s mandated to disseminate the results of 1ts assessments
to the public. HEW noted several activities aimed at publi-
ci1zing the results of 1ts March 1979 Consensus Development
Conference on Antenatal Diagnosis.

With respect to those obstetric practices covered 1n
our literature review, HEW said that (1) FDA advisory panels
have considered elective induction of labor (resulting 1in a
drug label change) and the use of drugs for pain relief dur-
ing labor and delivery, (2) an FDA advisory panel has been
designated to review all available literature on the latter
in detail and develop recommendations for consideration by
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the Bureau of Drugs, (3) an NIH consensus development con-
ference has addressed use of electronic fetal monitoring
for low- and high-risk patients, and NICHD 1is developing a
study of the usefulness of fetal monitoring for medium-
risk patients, and (4) cesarean sections would probably be
addressed by an NIH consensus development conference in the
next vyear.

In proposing that HEW evaluate existing research, we
intended that HEW help the public understand what 1s known
and unknown about the benefits and risks of obstetric prac-
tices. We believe that this 1s important because of (1)
the conflicting information that has been reported in the
news media, (2) the questions still being raised about the
appropriateness of using NINCDS Collaborative Perinatal
Project data to assess obstetric practices, and (3) uncer-
tainty that still exists about some obstetric practices.
Also, we noted that FDA's efforts to disseminate the find-
ings of 1ts advisory panels do not always appear to be as
extensive as those associated with NIH's consensus develop-
ment activities or planned by the National Center. Although
we believe actions HEW has taken, 1s taking, or has planned
are significant, we believe our proposal 1s appropriate
and does not conflict with HEW's comments.

Setting research priorities and
developing a plan to obtain needed data

With respect to our proposal for setting research
priorities and developing a plan to obtain needed data, HEW
said that NICHD 1s beginning to develop a 5-year research
plan that will include obstetric practices under the topic
of high-risk pregnancies. HEW said that the plan should be
developed within 1 year. In addition, HEW noted that ob-
stetric practices will be considered by the National Center
for Health Care Technology advisory committees and that the
NICHD plan would serve as a basis for deliberations.

In proposing that HEW determine and set priorities for
research on obstetric practices and develop a plan to obtain
needed data, we intended that HEW develop a Department-wide
plan that would consider the needs, priorities, and i1nterests
of 1ts various agencies, professionals, and consumers. HEW
focused 1ts comments on this proposal on activities of the
National Center and NICHD. These agencies' efforts are
important. However, HEW's comments were unclear as to
whether obstetric research efforts of i1ts other component

35



agencies would be pulled together 1nto a more systematic
approach. Therefore, we believe that our proposal 1s ap-
propriate, and that HEW should see that obstetric research
activities of 1ts component agencies are coordinated.

In discussions with us, HEW officials agreed that there
1s a need to see that obstetric research efforts of component
agencies are coordinated. Therefore, we are adding coordina-
tion to our proposal that HEW set priorities for obstetric
research.

From our findings, HEW's comments, and our evaluation of
them, we are making the following recommendations.

RECOMMENDATION TO THE CONGRESS

Because our review was limited to only a few drugs
used 1n only one area-—-obstetrics--we do not believe that
conclusions can be drawn on FDA's overall drug regulation
program. However, we do believe that the problems identified
will be useful to the Congress in 1its deliberations on various
proposals to revise drug regulation legislation. Therefore,
we recommend that the Congress consider our findings on ob-
stetric drug regulation legislation 1in deciding whether or how
to strengthen FDA's authority on procedures for regulating
drugs.

RECOMMENDATIONS TO THE
SECRETARY OF HEW

We recommend that the Secretary of HEW designate the
newly created National Center for Health Care Technology or
some other organization to oversee, coordinate, and promote
the range of departmental activities—--research; regulation;
medical care quality evaluation and standard development;
health education, information, and promotion; and reimburse-
ment-—-as they relate to obstetric practices. Specific ac-
tivities should include:

—--Convening a panel of representatives from Federal
agencles with interests or responsibilities involving
obstetric practices, ACOG, and other appropriate
professional organizations, and consumer Jroups Or
other members of the public to develop a plan for
reviewlng obstetric practices,
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--Evaluating, consistent with this plan, existing re-
search to give the public an assessment of what 1is
known and unknown about the benefits and risks of
various U.S. obstetric practices. This evaluation
should also address which research data (1ncludaing
the NINCDS Collaborative Perinatal Project) should
be given the most credence.

--Setting priorities for and coordinating the Depart-
ment's research efforts on various obstetric prac-
tices and developing a plan to obtain needed data,
including that on long-term effects on the child.

--Determining how to help minimize 1incorrect use of
obstetric procedures, such as inducing labor pre-
maturely or performing cesarean section too soon, by
encouraging PSROs to do more thorough MCEs on obste-
tric practices and aiding them to develop criteria
and standards for such evaluations.

——-Emphasizing health education, information, and promo-

tion activities on obstetric practices for health
care providers and the public.
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CHAPTER 5

COMMENTS BY PROFESSIONAL ORGANIZATIONS

ACOG, the American College of Nurse-Midwives, and two
representatives from the American Academy of Pediatrics
provided informal comments on a draft of this report and
the staff study which accompanies 1t. General comments
made by these organizations are summarized below. We have
considered the technical comments made by these organizations
that relate to specific obstetric practices and have made
changes 1in this report or the accompanying staff study where
appropriate.

ACOG
ACOG made the following general comments.

--It agrees with our overall conclusion that research
results are inconclusive regarding the benefit/risk
relationship of various obstetric practices and that
more organized efforts are needed to help answer
questions that remain unresolved. It 1s willing to
work with HEW and other interested parties 1in trying
to resolve the 1ssues.

--It 1s as, 1f not more, concerned as critics about
the benefits and risks of obstetric practices, and
wants to see that (1) obstetric procedures are ap-
propriate, (2) the procedures are used in appropriate
circumstances, and (3) the procedures are correctly
applied. It acknowledges that some incorrect applica-
tions have occurred but believes these have been in-
frequent.

—--Some conclusions about the risks or harmful effects
of some obstetric procedures may be unwarranted be-
cause adverse consequences that sometimes occurred
may have resulted from incorrect or inappropriate
use of a procedure, as opposed to an inherent prob-
lem with the procedure.

--The professional liability aspect of obstetrics and
the importance of professional judgment in determin-
ing appropriate procedures to use 1n 1individual
situations need to be considered i1n any evaluation
of obstetric practices. Obstetrics 1s one of the
highest risk categories in terms of professional
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malpractice liability. Many obstetricians have
switched to other areas because of this. Practic-
ing obstetricians must consider the potential lia-
bility aspects of their procedures and the needs of
individual patients. Accordingly, obstetrics cannot
be practiced in "cookbook" fashion.

--While ACOG does want to cooperate with organizations
such as FDA and PSROs which have responsibilities
for regulating or evaluating certain aspects of
obstetric procedures, 1t does not believe that such
organizations should dictate patient treatment
procedures to physicians.

=-It questions the validity and usefulness of findings
and conclusions on obstetric practices based on data
from the NINCDS Collaborative Study. Major changes
have occurred i1n obstetric practices since the 1959-66
period in which children studied were born. For ex-
ample, today, high forceps are rarely used and general
anesthetics are used less frequently. Also, the study's
methodology was not appropriate for evaluating obste-~
tric practices.

—-It agrees that more public and patient education on
childbirth procedures 1s needed. It does not be-
lieve that patient package inserts being considered
by FDA are appropriate because they do not and cannot
relate the benefits or risks of a particular medica-
tion to an individual patient's situation.

AMERICAN COLLEGE OF
NURSE-MIDWIVES

The College said that 1t believes more emphasis should
be given--in our report and by HEW--to the need for more
and better prenatal care education to prepare couples for
childbirth. The College also believes that more research
should be directed toward developing the best methods for
teaching different target groups about childbirth.

AMERICAN ACADEMY OF PEDIATRICS

Comments provided by a member of the American Academy
of Pediatrics' Drug Committee and a former chairman of the
Academy's Committee on the Fetus and Newborn are summarized
below.
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-—-More and better research 1s needed to evaluate the
benefits and risks of various obstetric practices.
In many cases, adequate documentation 1s not avail-
able to prove that the benefits exceed risks or
risks exceed the benefits of obstetric practices.
However, the obstetric practices in question have
been used at the same time as overall infant mortality
rates have been declining and when the infant mortality
rate for infants weighing 2,500 grams or less has been
lower 1n the United States than in other countries,
While 1t 1s difficult to ascribe cause and effect
relationships between obstetric practices and pregnancy
outcome, there 1s no evidence that obstetric practices
have had an overall adverse effect on infant mortality
or morbidity.

--Obstetric techniques have been introduced to improve
the quality of medical care, not for the convenience
of physicians,

--While minimal or no medication for pain relief during
childbirth 1s the i1deal goal, 1t 1s not always possible
to achieve this. Maternal apprehension and pain can
have a serious effect on the fetus; in these cases,
medication for pain relief 1s essential. Different
women experience varying degrees of pain during child-
birth, and many women request medication for pain re-
li1ef. This need must be considered. It 1s important
to note that today, regional anesthesia 1s generally
used for routine deliveries as opposed to general
anesthesia and that use of medication for palin relief
1s decreasing.

-=-There 1s no clear evidence in the United States that
the vacuum extractor provides a safer method of in-
strument delivery than forceps.

--Although nurses may be theoretically able to monitor
patients in labor as frequently as suggested by ACOG,
1t 1s unlikely that most hospitals would have enough
nurses to do so. Electronic monitoring gives phy-
sicians much better indications for intervention of
labor than signs which were previcusly used, enables
the fetal heart rate to be monitored during uterine
contractions, and provides physicians with earlier
indication of potential problems. The problems that
have been noted with the use of electronic fetal

40



monitoring are similar to those which would be
associrated with the introduction of any new medical
technology and in some 1nstances involve incorrect
use of the technique, such as failure to also take
and evaluate fetal blood samples. With better under-
standing and correct application of the technique,
electronic fetal monitoring provides better informa-
tion on the fetus during labor than 1s otherwise
available,

--The 1ncreased cesarean section rate may have contributed
to lower infant mortality rates. Improved outcome of
breech presentations delivered by cesarean section
should be encouraging. Some evidence exists that
mortality rates for small infants delivered by cesarean

section are lower than for those delivered vaginally.

Also,; the increasing cesarean section rate 1s primarily

due to changing indications for use of the procedure.
Cesarean sections have increased largely because of
their use for (1) breech presentations, (2) delivering
small infants, and (3) failure of spontaneous labor

to progress normally. In evaluating cesarean sections,
one must consider both the reasons for and results of
the sections. This has not generally been done.

4]



APPENDIX I

Analgesia

Anesthesia

Apgar score

Bradycardia

Breech presentation

Cervax

Cesarean section

Dilation

Elective

Fetal

APPENDIX I

GLOSSARY

State of insensibility to pain.

Loss of feeling or sensation. Gen-
eral anesthesia implies not only a

loss of feeling or sensation but also
of consciousness and memory. Regional
anesthesia implies only a loss of feel-
1ng or sensation but no impairment of
consciousness Or Memory.

An evaluation of five factors 1in the
newborn infant: color, pulse, reflexes,
activity, and respiration made at 1

and 5 minutes after birth. Two points
are possible for each factor; thus, an
infant i1n the best possible condition
would have an Apgar score of ten.

Abnormal slowing of the heartbeat.

The condition in which the buttocks
of the fetus lie directly above
or in the bairth canal.

The lower end of the uterus.

The operation consisting of cutting
through the abdominal and uteraine
walls, and delivering one Or more
fetuses of viable size.

The action of dilating or stretching.
Subject to the choice or decision

of the patient or physician. Applied
to procedures that are only advanta-
geous to the patient, but not neces-
sary to save his life.

Pertaining to a fetus.
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APPENDIX I

Fetal monitoring

Fetus

Forceps, obstetric

Gestation

Induction of labor

Jaundice

Labor

Morbidaity

Mortality rate

Neonate

Obstetrics

Paracervical block

APPENDIX I

The continuous observation and record-
ing of biological functions considered
to be reliable indicators of the fetal
condition.

The developing young in the human
uterus after the second month. It be-
comes an infant when 1t 1s completely
outside the mother's body.

Forceps for grasping and making trac-
tion on the fetus to aid delivery.

Pregnancy and length of time a preg-
nancy 1s carried.

Labor brought on by artificial
means.

Yellowness of the skin, eyes, and
secretions, due to the presence of
bile pigments i1n the blood.

The physiologic process by which the
fetus and associated placenta and
membranes are expelled from the body.

(1) The condition of being diseased

or morbid and (2) the sick rate, or

proportion of disease to health in a
community.

Number of deaths expressed in relation
to a standard number of persons.

A baby less than 4 weeks of age.
The art and science of caring for

pregnant women,

A type of regional anesthesia produced
by injection of local anesthetic around
the cervix.

43



APPENDIX I APPENDIX I

Perinatal mortality Death of a fetus or infant weighing
1,000 grams or over that occurs between
28 weeks of gestation and 4 weeks of
age.

Placenta A spongy structure that grows on the
wall of the uterus during pregnancy,
and through which the fetus 1s nour-
ished (also called afterbirth).

Prenatal Existing or taking place prior to
birth.

Uterine Pertaining to the uterus.

Uterus The womb; a hollow muscular organ,
in which the embryo and fetus
develop.

Vacuum extractor A device for use 1instead of forceps

in facilitating delivery of the
fetus 1n vertex presentations. It
1s essentially a suction cup which
is applied to the infant's head
for suction.
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APPENDIX II APPENDIX II

CHARTS DERIVED FROM DATA OBTAINED FROM THE

COMMISSION ON PROFESSIONAL AND HOSPITAL ACTIVITIES

Data obtained from CPHA on 1.3 million deliveries 1n
1,558 U.S. hospitals 1n 1977 were used to develop charts 1 to
8. CPHA did not have specific information on the extent to
which electronic fetal monitoring was used. However, CPHA
provided us data on 1intrauterine fetal procedures which, ac-
cording to CPHA, are almost entirely reflective of patients
with internal fetal monitoring. The figures for expected
payment source (Medicaid and title V or other) and bed size
do not add up to the total due to deliveries for which ex-
pected payment source was unknown. Also some percentages
resulting 1n subtotals (as total inductions or instrument
deliveries) do not add due to rounding.

The memorandum explaining the raw data supplied by
CPHA follows the charts.



APPENDIX II

APPENDIX II

U S CPHA HOSPITALS PROVIDING OBSTETRIC SERVICES

Diagnosis and
procedure group

Total deliveries
Total spontaneous deliveries
Total deliveries with both
medical induction and
amniotony
Total deliveries with
medical induction
Total deliveries with
amniotomy induction
Total inductions
Total forceps deliveries
A Low forceps
B Medium forceps
C High forceps
Total deliveries with
vacuum extraction
Total instrument deliveries
Total cesarean section
deliveraies
A With previous
cesarean section
B With fetal distress
C With failed induction
of labor
Total cesarean deliveries
with intrauterine fetal
procedures
Total deliveries with
intrauterine fetal
procedures
Utilization of anesthesia 1n
spontaneous deliveries
A None
B Local
C Inhalation, intra-
venous, spinal,
saddle block,
epidural, caudal,
nerve or field
block
D Other
E Total B and C

SUMMARY CHART NUMBER ONE

JANUARY TO DECEMBER 1977

ALL UNITED STATES

Non-
teaching Percent  Teaching Percent Total Percent
814,563 - 461,100 - 1,275,663 -
593,265 72 8 316,048 68 5 909,313 71 3
7,147 9 4,640 10 11,787 9
27,095 33 18,254 40 45,349 36
53,279 65 40,290 8 7 93,569 73
87,521 10 7 63,184 13 7 150,705 11 8
198,641 24 4 128,464 27 9 327,105 25 6
185,155 22 7 116,423 25 2 301,578 23 6
13,265 16 11,946 26 25,211 20
221 - 95 - 316 -
1,691 2 2,101 5 3,792 3
200,332 24 6 130,565 28 3 330,897 25 9
102,203 12 5 68,429 14 8 170,632 13 4
31,793 311 22,094 32 3 53,887 31 6
8,671 85 7:,526 11 0 16,197 95
3,653 36 3,788 55 7,441 4 4
6,672 6 5 7,969 11 6 14,641 8 6
56,975 70 75,437 16 4 132,412 10 4
104,272 17 6 66,990 21 2 171,262 18 8
150,789 32 2 100,310 317 291,099 320
296,079 49 9 147,595 46 7 443,674 48 8
2,125 4 1,153 4 3,278 4
486,868 82 1 247,905 78 4 734,773 80 8
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U 5 C(PHA HOSPITALS PROVIDING OBSTETRIC SERVICES

SUMMARY CHART NUMBER TWO

JANUARY TO DECEMBER 1977

ALL UNITED STATES

Medicald
Diagnosis and and
procedure group Title V Percent Other Percent Total Percent
Total deliveries 182,761 - 1,042,558 - 1,225,319 -
Total spontaneous deliveries 137,554 75 3 734,243 70 4 871,797 71 1
Total deliveries with both
medical induction and
amniotomy 977 5 10,616 10 11,593 9
Total deliveries with
medical induction 5,100 2 8 38,524 37 43,624 36
Total deliveries with
amniotomy induction 11,470 6 3 80,187 77 91,667 75
Total i1nductions 17,547 96 129,337 12 4 146,884 12 0
Total forceps deliveries 38,742 21 2 276,618 26 5 315,360 25 7
A Low forceps 35,695 19 5 254,988 24 5 290,683 23 7
B Medium forceps 2,997 16 21,373 21 24,370 20
C High forceps 50 - 257 - 307 -
Total deliveries with
vacuum extraction 612 3 2,913 3 3,525 3
Total instrument deliveries 39,354 21 5 279,531 26 8 318,885 26 0
Total cesarean section
deliveries 23,610 12 9 140,313 13 5 163,923 13 4
A With previous
cesarean section 7,739 32 8 44,142 31 5 51,881 31 6
B With fetal distress 2,617 11 1 12,830 91 15,447 9 4
C With failed induction
of labor 979 41 6,205 4 4 7,184 4 4

Total cesarean deliveries
with 1ntrauterine fetal
procedures 2,372 10 0 11,854 8 4 14,226 8 7
Total deliveries with
intrauterine fetal
procedures 20,371 111 108,081 10 4 128,452 10 S
Utilization of anesthesia
1n spontaneous deliveries
A None 37,224 271 128,834 17 5 166,058 19 0
B Local 39,249 28 5 238,496 32 5 277,745 31 9
C Inhalation, intra-
venous, spinal,
N saddle block,
epidural, caudal,
nerve or field

block 60,632 44 1 364,267 4% 6 424,899 48 7
D Other 449 3 2,646 4 3,095 4
E Total B and C 99,881 72 6 602,763 82 1 702,644 80 6
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U S CPHA HOSPITALS PROVIDING OBSTETRIC SERVICES

SUMMARY CHART NUMBER THREE

JANUARY TO DECEMBER 1977

ALL UNITED STATES

Hospital size

Diagnosis and 1-199 200-399 400+
procedure group beds Percent beds Percent beds Percent
Total deliveries 330,461 - 471,124 - 423,734 ~
Total spontaneous deliveries 240,756 72 9 339,790 72 1 291,251 68 7
Total deliveries with both
medical induction and
amniotomy 2,215 7 4,278 9 5,100 12
Total deliveries with
medical induction 10,516 32 15,455 33 17,653 4 2
Total deliveries with
amniotomy 1nduction 21,233 6 4 32,259 6 8 38,175 9 0
Total inductions 33,964 10 3 51,992 11 0 60,928 14 4
Total forceps deliveries 79,968 24 2 115,605 24 5 119,787 28 3
A Low forceps 74,768 22 6 107,280 22 8 108,635 25 6
B Medium forceps 5,077 15 8,243 18 11,050 2 6
C High forceps 123 - 82 ~ 102 -
Total deliveries with
vacuum extraction 629 2 1,705 4 1,191 3
Total instrument deliveries 80,597 24 4 117,310 24 9 120,978 28 6
Total cesarean section
deliveries 39,237 11 9 62,640 13 3 62,046 14 6
A With previous
cesarean section 11,815 30 1 20,154 32 2 19,912 32 1
B With fetal distress 2,986 76 5,772 9 2 6,689 10 8
C With failed induction
of labor 1,484 38 2,161 3 4 3,539 5 7

Total cesarean deliverles
with aintrauterine fetal
procedures 2,243 57 4,915 78 7,068 11 4
Total deliveries with
intrauterine fetal
procedures 20,480 6 2 45,383 9 6 62,589 14 8
Utilization of anesthesia
1n spontaneocus deliveries
A None 42,157 17 5 61,135 18 0 62,766 21 6
B Local 80,280 33 3 107,592 31 7 89,873 30 9
C Inhalation, 1intra-
venous, spinal,
saddle block,
epidural, caudal,
nerve or field

block 117,407 48 8 169,726 50 0 137,766 47 3
D Other 909 4 1,337 4 846 3
E Total B and C 197,687 82 1 277,318 81 6 227,639 78 2
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U 8 CPHA HOSPITALS PROVIDING OBSTETRIC SERVICES

SUMMARY CHART NUMBER EOUR

JANUARY TO DECEMBER 1977

U 8 CENSUS REGIONS

Diagnosis and North- North
procedure_group eastern Central Southern Western Total
{percent) -
Total spontaneous deliveries 72 6 73 1 66 0 73 7 71 3
Total deliveries with both medical
induction and amniotomy 8 11 7 10 9
Total deliveries with medical
1nduction 30 39 29 4 4 36
Total deliveriles with amniotomy
1nduction 99 8 6 52 4 8 73
Total inductions 13 7 13 6 8 8 10 3 11 8
Total forceps deliveries 24 2 23 9 31 7 22 2 25 6
A Low forceps 22 2 22 0 29 4 20 5 23 6
B Medium forceps 20 19 22 17 20
C High forceps - - - - -
Total deliveries with vacuum
extraction 3 2 1 8 3
Total instrument deliveries 24 5 24 1 31 8 22 9 25 9
Total cesarean section
deliveries 15 0 12 4 13 3 13 8 13 4
A With previous cesarean
section 32 6 331 28 5 31 8 31 6
B With fetal distress 10 5 8 9 9 7 91 9 5
C With failed induction
of labor 37 5 2 4 3 36 4 4
Total cesarean deliveries with
1ntrauterine fetal procedures 8 2 9 4 6 4 10 4 8 6
Total deliveries with intra-
uterine fetal procedures 10 6 10 8 79 130 10 4
Utilization of anesthesia 1in
spontaneous deliveraies
A None 24 4 18 5 19 1 13 0 18 8
B Local 31 3 35 6 23 2 36 7 32 0
C Inhalation 1ntravenous
spinal, saddle block,
epidural, caudal, nerve
or field block 44 0 45 4 57 3 50 0 48 8
D Other 3 4 3 3 4
E Total B and C 75 3 811 80 6 86 7 80 8
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U_S_ CPHA HOSPITALS PROVIDING OBSTETRIC SERVICES

SUMMARY CHART NUMBER FIVE

JANUARY TO DECEMBER 1977

NORTHEASTERN CENSUS REGION

Diagnosis and Non-
procedure group teaching Percent Teaching Percent Total Percent
Total deliveries 112,097 - 132,598 - 244,695 -
Total spontaneous deliveries 81,645 72 8 96,052 72 4 177,697 72 &

Total deliveries with both
medical induction and

amnliotomy 1,193 11 655 5 1,848 8
Total deliveries with
medical induction 4,336 39 2,974 2 2 7,310 30
Total deliveries with
amniotomy induction 12,383 110 11,952 90 24,1335 99
Total inductions 17,912 16 0 15,581 11 8 33,493 13 7
Total forceps deliveries 27,245 24 3 32,018 24 1 59,263 24 2
A Low forceps 25,045 22 2 28,798 21 7 53,843 22 0
B Medium forceps 2,185 19 3,207 2 4 5,392 22
C High forceps 15 - 13 - 28 -
Total deliveries with
vacuum extraction 202 2 502 4 704 3
Total instrument deliveries 27,447 24 5 32,520 24 5 59,967 24 5
Total cesarean section
deliveraies 15,352 13 7 21,472 16 2 36,824 15 0
A With previous
cesarean section 4,983 325 7,037 32 8 12,020 32 6
B With fetal distress 1,432 9 3 2,431 11 3 3,863 10 5
C With failed induction
of labor 698 45 647 30 1,345 37

Total cesarean deliveries
with antrauterine fetal
procedures 1,315 8 6 1,720 80 3,035 8 2
Total deliveries with
1ntrauterine fetal
. brocedures 11,535 10 3 14,501 10 9 26,036 10 6
Dtilization of anesthesia 1in
spontaneous deliveries
A None 17,132 21 0 26,260 27 3 43,392 24 ¢4
B Local 25,397 311 30,147 31 4 55,544 31 3
C 1Inhalation, intra-
venous, spinal,
saddle block,
epidural, caudal,
nerve or field

block 38,952 47 7 39,319 40 9 78,271 44 0
D Other 164 2 326 3 490 3
E Total B and C 64,349 78 8 69,466 72 3 133,815 75 3
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U S CPHA HOSPITALS PROVIDING OBSTETRIC SERVICES

SUMMARY CHART NUMBER SIX

JANUARY TO DECEMBER 1977

NORTH-CENTRAL CENSUS REGION

Diagnosis and Non-—~
procedure group teaching Percent Teaching Percent Total Percent
Total deliveries 320,037 - 167,062 - 487,099 -
Total spontaneous deliveries 243,219 76 0 112,907 67 6 356,126 73 1

Total deliveries with both
medical induction and

amniotomy 3,353 10 2,186 13 5,539 11
Total deliveries with
medical induction 10,611 33 8,383 50 18,994 39
Total deliveries with
amniotomy induction 24,301 7 6 17,402 10 4 41,703 8 6
Total inductions 38,265 12 0 27,971 16 7 66,236 13 6
Total forceps deliveries 67,299 21 0 48,930 29 3 116,229 23 9
A Low forceps 63,160 19 7 43,876 26 3 107,036 22 0
B Medium forceps 4,064 13 5,005 30 9,069 19
C High forceps 75 - 49 - 124 -
Total deliveries with
vacuum extraction 385 1 700 4 1,085 2
Total instrument deliveries 67,684 2l 1 49,630 29 7 117,314 24 1
Total cesarean section
deliveries 37,083 11 6 23,318 14 0 60,401 12 4
A With previous
cesarean section 12,227 33 0 7,746 33 2 19,973 331
B With fetal distress 2,821 76 2,562 11 0 5,383 8 9
C With failed induction
of labor 1,445 39 1,704 73 3,149 5 2

Total cesarean deliveries
with intrauterine fetal
procedures 1,975 5 3 3,709 15 9 5,684 9 4
Total deliveries with
intrauterine fetal
procedures 16,147 50 36,302 21 7 52,449 10 8
Utilization of anesthesia in
spontaneous deliveries
A None 45,731 18 8 20,152 17 8 65,883 18 5
B Local 86,235 35 5 40,612 36 0 126,847 35 6
C Inhalation, 1intra-
venous, spinal,
saddle block,
epidural, caudal,
nerve or field

block 110,207 45 3 51,593 45 7 161,800 45 4
D Other 1,046 4 550 5 1,596 4
E Total B and C 196,442 80 8 82,205 8l 7 288,647 811
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U S CPHA HOSPITALS PROVIDING OBSTETRIC SCRVICES

SUMMARY CHART NUMBER SEVEN

JANUARY TO DECEMBER 1977

SOUTHERN CENSUS REGION

Diagnosis and Non-
procedure group teaching Percent Teaching Percent Total Percent
Total deliveries 215,262 - 112,422 - 327,684 -
Total spontaneous deliveries 143,928 66 9 72,248 64 3 216,176 66 0

Total deliveries with both
medical induction and

amniotomy 1,163 5 1,000 9 2,163 7
Total deliveries with
medical induction 5,317 25 4,131 37 9,448 29
Total deliveries with
amniotomy induction 9,782 45 7,330 6 5 17,112 5 2
Total inductions 16,262 76 12,461 111 28,723 8 8
Total forceps deliveries 67,367 31 3 36,349 32 3 103,716 31 7
A Low forceps 62,841 29 2 33,600 29 9 96,441 29 4
B Medium forceps 4,446 21 2,729 2 4 7.175 2 2
C High forceps 80 - 20 - 100 -
Total deliveries with
vacuum extraction 115 1 260 2 375 1
Total insLrument deliveries 67,482 31 3 36,609 32 6 104,091 31 8
Total cesarean section
deliveries 26,639 12 4 16,904 15 0 43,543 13 3
A With previous
cesarean section 7,298 27 4 5,090 30 1 12,388 28 5
B With fetal distress 2,387 9 0 1,832 10 8 4,219 9 7
C Waith failed induction
of labor 813 31 1,049 6 2 1,862 4 3

Total cesarean deliveries
with intrauterine fetal
procedures 1,166 4 4 1,637 9 7 2 803 6 4
Total deliveries with
intrauterine fetal
procedures 10,431 4 8 15,341 13 6 25,772 79
Ut:ilization of anesthesia in
spontaneous deliveries
A None 23,287 16 2 17,997 24 9 41,284 19 1
B Local 34,528 24 0 15,700 21 7 50,228 23 2
C Inhalation, 1ntra-
venous, spinal,
saddle block,
epidural, caudal,
nerve or field

block 85,494 59 4 38,435 53 2 123,929 57 3
D Other 619 4 116 2 735 3
E Total B and C 120,022 83 4 54,135 74 8 174,157 80 6
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[

U S CPHA HOSPITALS PROVIDING OBSTETRIC SERVICES

SUMMARY CHART NUMBER EIGHT

JANUARY TO DECEMBER 1977

WESTERN CENSUS REGION

Diagnosis and Non-
procedure group teaching Percent Teaching Percent Total Percent
Total deliveries 167,167 - 49,018 - 216,185 -
Total spontaneous deliveries 124,473 74 5 34,841 71 1 159,314 73 7

Total deliveries with both
medical induction and

anniotomy 1,438 9 798 16 2,237 16
Total deliveries with
medical induction 6,831 41 2,766 56 9,597 4 4
Total deliveries with
amniotomy induction 6,813 41 3,606 7 4 10,419 4 8
Total inductions 15,082 90 7,171 14 6 22,253 10 3
Total forceps deliveries 36,730 22 0 11,167 22 8 47,897 22 2
A Low forceps 34,109 20 4 10,149 20 7 44,258 20 5
B Medium forceps 2,570 15 1,005 21 3,575 17
C High forceps 51 - 13 - 64 -
Total deliveries with
vacuum extraction 989 6 639 13 1,628 8
Total instrument deliveries 37,719 22 6 11,806 24 1 49,525 22 9
Total cesarean section
deliveries 23,129 13 8 6,735 13 7 29,864 13 8
A, With previous
cesarean section 7,285 31 5 2,221 330 9,506 31 8
B With fetal distress 2,031 8 8 701 10 4 2,732 91
C Waith failed induction
of labor 697 30 388 5 8 1,085 36

Total cesarean deliveries
with intrauterine fetal
procedures 2,216 9 6 903 13 4 3,119 10 4
Total deliveries with
intrauterine fetal
procedures 18,862 11 3 9,293 19 0 28,155 13 0
Utilization of anesthesia 1in
spontaneous deliveries
A None 18,122 14 6 2,581 7 4 20,703 13 0
B Local 44,629 35 9 13,851 39 8 58,480 36 7
C Inhalation, 1intra-
venous, spinal,
saddle block,
epirdural, caudal,
nerve or field

block 61,426 49 3 18,248 52 4 79,674 50 0
D Other 296 2 161 5 457 3
E Total B and C 106,055 85 2 32,099 92 1 138,154 86 7
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Commission on Professional and Hospital Activities

1968 Gre ~ Road Ann Arbor Michigan 4810~ 213 769 6:11 800 521 6210 (10!l free number for contnental US except Michigan)

Vel N Slee MD Presiden:

7 March 1979

Mr Bernie Ungar

General Accounting Office

Park Building, Room 124

Rockville, MD 20857 AN 7-163

Dear Mr Ungar

Enclosed please find 11 seperate reports containing selected PAS data
on obstetric patients discharged from all U § PAS hospitals during
1977 Included on the reports is total forceps deliveries broken down
by low, medium, and high forceps

If we can be of further assistance to you at this time, please feel
free to contact us

Sincerely,

Phiilp A Vironda

Special Studies Coordinator
Research and Statistics

Enclosures 1 Memorandum Report, AN 7-163
2  Obstretics 1n U S PAS Hospitals (10 reports,
2 coplies)
3 U S PAS Hospitals Providing Obstetrics
Services (1 report, 2 copies)

Nonprofit organizanon sponsored by the Ameri an College of Physi 10ns Amercan College of Surgeons American Hospual Associanon Southwestemn Michigan Huspral Councrl

Samuer P Asper MD MACP Revad M Mul ¢ FACHA ¥ ce Chatrman Richard D Rem agion PAD Howard R Teylor FACHA

American College of Physicians Wemne ai Large Memd ot Large Amersicon Hosp sl Atsac aton
Wanaa | Jomes &y G MeCall Vergil N Slee MD FACP Prevident Gail L. Worden

Membe ar Large Wema  a Llarge Membe @t Large Americarn Hospital Assec ghien
C Tlfeny Lofus FACHA Paul F Noea MD FaCS Robe t B Talley MD FACP Char man Homid A Zimei MD fFaALS

v Awesiern M chigan Hosp 16l Councid Ame ican College of Suryeo 3 American Coliege of Physiciany American Cot ege 1f Swrgeoms

Professional Activity Study (PAS)
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As specified 1n Purchase Order 8113588, CPHA has produced 11 seperate
reports containing selected data on obstetric patients discharged from
all U S pre-PAS and PAS hospitals The time period of this study is
from 1 January through 31 December 1977

All patients originate from one of four census track regions in the
United States Two reports from each census division broken down by
teaching and nonteaching status represent eight of the 1l reports
Two reports, one teaching and one nonteaching, display obstetric
patients for all U 8§ Each report 1s stratified by ceasus region,
teaching status, bed size, and source of payment

In these reports, entitled "Obstetrics in U S PAS Hospitals," those
patients who have local Anesthesia alone or a combination of local

plus any other type of anesthesia have been recorded in group B
Patients who have inhalation, intravenous, spinal, saddle block, epidu-
ral, caudal, nerve or field block alone or in combination with at least
one of the anesthesias listed above have been recorded in group C
Patients have been assigned to each of the 13 groups in the following

manner
H-ICDA-2! Code Range
Group Title Final Diagnosis Operation
Total number of deliveries 650 0-664 9
Total number of spontaneous deliveries 650 0-664 9 Any op code
excluding
72 0-72 3,
72 5-72 8,
73 Sor 73 8
Total nurber of deliveries with both
medical induction and amniotomy 650 0-664 9 73 0and 73 1
Total number of deliveries with
medical induction 650 0-664 9 73 0
Total number of deliveries with
amnlotomy 650 0-664 9 731

1
Hospital Adaptation of ICDA (H-ICDA), Second Edition, Commission on
Professional and Hospital Activities, Ann Arbor, Michigan, 1973

AN 7-163
Date 5 March 197
By Vironda

‘:F>111\ Page 1 of 2

Commussion on Professional and Hospital Activities /968 Green Road Ann Arbor Michigan 48105

Nonprofit awgent atton sponsored By the tmerean College of Phisicians American College of Surgeons dmerican Hospital 4ssocurion Southwestern Michigen Hospitel Councl
QP A 717776
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H-ICDA-2! Code Range

Group Title Final Diagnosis Operation
Total number of forcep dellverles2 650 0-664 9 72 0, 72 1,
72 2 or 72 3
low forceps 650 0-664 9 72 0, 721
medium forceps 650 0-664 9 72 2
high forceps 650 0-664 9 72 3
Total number of deliveries with
vacuum extraction 650 0-664 9 72 8
Total number of deliveries with
cesarean sectlon 650 0-664 9 74 0-74 9

Total number of cesarean deliveries
with one of the following diagnoses

Previous cesarean sectlon 664 4 74 0-74 9
Fetal distress 664 7 74 0-74 9
Failed induction of labor 650 0-664 9 73 0o0r 73 1
Total number of cesarean deliveries
with intrauterine fetal procedures,
including monitoring 650 0-664 9 74 0-74 9 and
75 3
Total number of deliveries with
intrauterine fetal procedures,
including monitoring 650 0-664 9 75 3 as any
procedure,

excluding 99 8

Unlike the first ten reports, the eleventh report titled "U S PAS
Hospitals Providing Obstetric Services" displays hospitals by bed size
and teaching status from each of four census regions A grand total
has been provided that 1llustrates the total number of hospitals pro-
viding prescribed obstetric services on patients during this period

of time

Please note that column 2 on the reports entitled "Obstetrics in U S
PAS Hospitals" includes patients whose expected source of payment was
unrecorded The remaining columns on this report represent only those
patients whose source of payment was recorded

Sg

21n deliveries where more than one method of forceps were used, only the

highest forceps have been counted

AN 7-163

Date 7 March }479
8y VirondaW
Page 2 of 2

(PUA

Commussion on Professional and Hospital Actwities 1968 Green Road Ann Arbor Michigan 48105
Nonpeofit orgam atwn sponsored bv the 4meri an College of Pvsicans Amecricon College of Surgeons 4m ricen Hospual 4nocwtion Southwestern Wichigan Hospiral Council
CPHA 72776
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APPENDIX III

DEPARTMENT OF HEALTH EDUCATION AND WELFARE

OFFICE OF THE SECRETARY
WASHINGTON DC 20201

JUN 20 1979

Mr. Gregory J. Ahart

Director, Human Resources
Division

United States General
Accounting Office

Washington, D.C. 20548

Dear Mr. Ahart:

The Secretary asked that I respond to your request for our
comments on your draft report entitled, "More Coordinated
Federal and Private Efforts Needed To Evaluate the Benefits
and Risks of Selected Obstetric Practices."™ The enclosed
comments represent the tentative position of the Department

and are subject to reevaluation when the final version of
this report 1s received.

We appreciate the opportunity to comment on this draft
report before 1ts publication.

Sincerely yours,

_vT\vw«:3 {XTLNVA

Thomas D. Morris
Inspector General

Enclosure

GAO note: Some of HEW's comments relate to matters discussed

in the staff study (HRD-79-85A) which accompanies
this report
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COMMENTS OF THE DEPARTMENT OF HEALTH, EDUCATION, AND
WELTARE ON THE GEVERAL ACCOUNTING OFFICE'S DRAFT REPORT
ENTITLED "MORE COORDINATED FEDERAL AND PRIVATE EFFORTS
NEEDED TO EVALUATE THE BENEFITS AND RISKS OF SELECTED
OBSTETRIC PRACTICES"

General Comments

The Department agrees with the general conclusions of thais
report that HEW should increase 1ts efforts 1in evaluating
obstetric practices and in informing the public about the
benefits versus risks of these practices We are also
pleased that the report acknowledges that many relevant
activities have been instituted {e g , the FDA medical
device and drug reviews and the Professional Standards
Review Organizations Medical Care Evaluation (PSRO-MCE)
studies]

The report recognizes that the newly established National
Center for Health Care Technology ''may consider obstetric
practices " (page 38) Although the Department supports

the suggestion that the Center should address 1issues raised
in this report, there will be some delay while the Center
becomes fully staffed and operational within the comang

year Other considerations related to the Center's involve-
ment are discussed below

In addition, while the NIH consensus development conference
concerning Antenatal Diagnosis 1s mentioned (pages 29, 123,
and 124) 1t 1s not accorded the significance 1t deserves,
Reference 1s made only to fetal monitoring, although the
conference also dealt with other aspects of antenatal diag-
nosis as well as including predictors of hereditary disease
and congenital defects, fetal maturity, fetal distress, with
special attention to amniocentesis, fetoscopy, alpha-fetopro-
tein measurements and ultrasound The recommendations from
this Conference will be widely disseminated both to the public
and to the medical profession and should have an important
impact 1in this area of obstetric practices

GAQ Recommendation

We reccmmend that the Secretarv of HEW
Through the newly created National Center for

Health Care Technology, or some other means,
convene a panel of representatives from Federal
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agencies with interests or responsibilities
involving obstetric practices, ACOG and other
appropriate professional organizations and
consumer groups or other members of the public
to develop a plan for reviewing obstetric
practices

Department Comments

We concur in that the National Center will certainly place
obstetric practices high on 1ts list of priorities for
assessment. The major input to the Center derives from two
entities (1) the Internal Advisory or Operating Committee
and (2) the National Council on Health Technology

The Internal Advisory Committee meets monthly and 1s composed
of high level representatives from all of the agencies of the
Public Health Service and a liaison representative from HCFA
This Comm:~tee provides the Department for the first time with
a forum where health technology 1ssues can be surfaced, dis-
cussed, ana actions determined and implementation assignments
made A recent example of such activities relates to maternal
serum alpha fetoprotein This test was ready for licensing
and release by the FDA but 1t was obvious to both the FDA and
CDC that provision had to be made for dealing with the conse-
quences of a positive test 1n a pregrant woman (e g , repeat
tcs3ts, ult-zsonography, amniocentesis, generic counseling,

etc ) The 1ssues were discussed at a meeting of the Internal
Advisory Committee and as a consequence, a subcommittee has
been formed to include the Center, FDA, CDC, HSA, HCFA,

and OASH lhe subcommittee has met several times and will

be developing recommendations for a course of action 1in the
near future The FDA has already had close interaction on
this 1ssue with consumer groups, the American College of
Obstetrics and Gynecology, the American Academy of Family
Physicians, and the pediatric societles In the assessment

of other technologies related to obstetric practice, a similar
approach would be taken

The National Council on Health Care Technology*has recently
been appointed and 1s scheduled to hold 1ts first meeting 1n
Tuly Amerg 1ts mandates in P L 95-623 are (1) to advise
on the setting of priorities among technologies for study by
the Center and (2) to develop exemplary standards, norms, and
criteria concerning the use of particular health care techno-
logies. wWhile we cannot speak for the Council, 1t 1s to be
anticipated that the Council will place obstetric practices
high on 1ts list of priorities

*The Council, appointed by the Secretary, DHEW, 1s composed of
18 individuals distinguished 1n various pursuits related to
health care and health care technology, plus ex officio repre-
sentatives of government health agencies and programs
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As indicated below, the NIH Consensus Development Conference
on Antenatal Diagnosis has already addressed some of these
practices but others will be candidates for study by the
Center In the course of these activities, convening of a
properly constituted panel with broad representation would be
an appropriate early step

In view of the foregoing, we are convinced that it 1s un-
necessary and wasteful to set up yet another separate panel
to review "the ways Federal involvement can be improved "

Some specific activities to be considered by
this panel should be to evaluate existing

research to give the public an assessment of
benefits of various U S obstetric practices

Tl b} -
This evaluation should also address which re-

search data (including the Collaborative Peri-
natal Project) should be given the most credence

Department Comments

We do not concur This recommendation has two components
(1) informing the public about benefits and risks and (2)
evaluation of research data

Concerning the first, 1t should be noted that one of the
sbjectives of the recent NIH Consensus Development Conference
on Antenatal Diagnosis was to provide the public and the prac-
ticing community with an assessment of risks and benefits of
certain obstetric practices The report cites only one of

the technologies dealt with at the Conference It neglects to
mention as indicated above that other procedures were also
evaluated, including amniocentesis, fetoscopy, alpha-feto-
protein measurements, and ultrasound One of the task force
reports forming the basis for the Conference dealt with pre-
dictors of fetal-maturity and described NICHD-supported re-
search The results of these studies will now enable physi-
cians to eliminate almost completely the problems of prema-
turity and respiratory distress which complicate 15% of
scheduled cesarian sections Among the groups testifying at
this Conference were the Association for Maternal and Child
Fealth, the International Child Birth Education Association,
tne American Academy of Husband-Coached Child Birth, the

darch of Dimes, and the Spina Bifida Association  All of
these organizations willl receive the final reports and the
recommendations from the conference as soon as they become
available In addition, Parents Magazine, Womens' Day, and
the Ladies Home Journal have or will shortly publish articles
about the meeting The Conference was also widely reported 1in
the lay press The NIH consensus program places great emphasis
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on public information and the Center 1s mandated to dis-
seminate the results of 1ts assessments to the public

Relevant to the second component of the recommendation,
evaluation of research data, this 1s the absolutely essential
ingredient of the fechnology assessments sponsored by the
NIH or to be done under the aegis of the Center and would
obviously apply to research data concerning obstetric
practices

. Specific practices that could be looked
at are (1) elective medical and surgical in-
duction and stimulation of labor, (2) use of
drugs for pain during labor and delivery,
(3) use of preventive forceps and use of

{4Y use
LT wS~
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forceps versus the vacuum extractor,
of fetal monitoring for routine versus high-
risk patients only, and (5) the reasons for
the 1ncreasing cesarean section rate

Department Comments

We do not concur Most of these have either been examined

cr will be 1n the near future (as 1indicated above) Of the
five areas of obstetric practices that the GAO recommends be
reviewed bv Federal agencies (page 45), the FDA has already

naa expert panels review #1 and #2 within the last year No 1
was considered by the Fertility and Maternal Health Drugs Ad-
visory Committee 1in November 1977 along with a review of the
literature This Committee found that the data were 1inadequate
to define the risks and benefits of elective medical induction
This conclusion was subsequently confirmed in open hearings
held 1in June 1978 As a consequence, labeling on oxytocin has
been changed so that the only approved indications for the use
of this drug are 1n situations where for medical reasons, such
intervention 1is warranted and not where 1t 1s contemplated for
the sake of personal convenience

No 2 was considered by the Anesthetic and Life Support Drugs
Advisory Committee of the FDA which, upon examination of data
in the Brackbill-Broman study, concluded that long-term effects
rad not been established, but there was some indication of
ossible short-term effects The Committee has appointed a
subcommittee tO review all the available literature 1in detail
and develop recommendations for consideration by the Bureau
of Drugs

The NIH's consensus development conference addressed #4 1n

March 1979, and #5 will probably be considered at an NIH
consensus development conference in the next year Mention
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should be made that the NICHD 1is presently developing a study
of the usefulness of fetal monitoring for medium-risk patients.
The Institute was advised by an outside group that a trial of
fetal monitoring in high risk patients would be unethical 1in
the present state of knowledge about the utility of this
technology

Determine and set priorities for research,
including that on long-term effects on the
ch1ld (and time to be covered) of various

obstetric practices and develop a plan to

obtain needed data

Department Comments

We do not concur Again there are two parts to this recom-
mendation (1) priorities for research and (2) development
of a plan to obtain needed data

There are numerous statements in the report that Federal re-
search on obstetric practices lacks coordination or an overall
plan The GAO 1s apparently unaware of the fact that NICHD 1is
beginning the development of a 5 year research plan through
the mechanism of a series of workshops involving leading ex-
perts in the country One of the most important topics will
be high risk pregnancies including obstetric practices The
goal 1s to have this plan completed within one year

Conditions of medical practice and requirements for human
experimentation will be important considerations in the re-
search recommendations \s a cautionary note, it 1s important
to point out that at this point 1t may be impossible for
ethical as well as medical legal reasons to conduct a ran-
domized clinical trial of certain practices (electronic fetal
monitoring for high-risk patients) Conduct of clinical trials
of certain types of practices undoubtedly would require large
sample sizes, since the effects to be measured would be small
and long-term follow-up would be verv costly bothin terms of
time as well as monev Moreover, in this very rapidly changing
£1eld of medical practice, there 1s a real possibility that

by the time the results of such a trial are available--the
practice may have changed sufficiently to make the data not
applicable to the current situation

This NICHD planning effort follows on a series of major work-
shops which have been held yearly since 1975 and involve 20-25
experts each

(1) Human parturition November 1975
(2} High risk pregnancy September 1976
(3) Laboratory assessment of

the human fetus at risk July 1977
(4) Perinatal hypoxia May 1978
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i

The objectives of these workshops were to set research
priarities, needs, and opportunities

It should also be noted that the NICHD through 1ts Center
for Research for Mothers and Children (CRMC) has a well
developed and comprehensive progranm in reproductive and
perinatal biology This program includes among others,
research i1n (1) management of diabetic pregnancy (2) pre-
mature birth (3) clinical use of estriols for management

of high risk pregnancies (4) relation of fetal heart rate

to fetal oxygenation status (5) maternal infections in preg-
nancy and (6) maternal smoking and infant birth rate

As 1ndicated earlier, 1t 15 our 1intent to raise the 1issue
of obstetric practices with both the Vational Council and
the Internal Advisory Committee With their assistance,
particularly with involvement of those agencies funding
obstetrics research, the 1ssue will be examined with the
NICHD plan as a basis for their deliberations

Determine whether FDA's authority ot
procedures for regulating drugs and
devices need strengthening regarding
obstetric practices

Departucnt comments

We concur The Medical Devices Amendments of 1976 to the
Federal Food, Drug, and Cosmetic Act provide ample authority
for FDA tc regulate obstetric devices, additional statutory
authority 1s not needed at this time In accord with the
Amendments, the FDA presently 1s engaged 1in regulatory pro-
ceedings to implement this new authority

The FDA needs additional authority, however, to regulate
drugs, especially authority to impose post-approval require-
ments In the 96th Congress, legislation was 1ntroduced--
but not enacted--that would have given FDA this much needed
authority  Specifically, the legislation would have au-
thorized FDA, when necessary, to 1mpose restrictions on
distribution and dispensing of drugs and to require manu-
facturers to engage 1n other post-approval activities 1in-
cluding surveillance of drug use experience, conduct of
scientific i1nvestigations, and the maintenance and submission
of special records and reports The Drug Regulatory Reform
Act of 1979, which recently was transmitted to Congress by
the Secretary, also contains these provisions Thus, the
need for additional legislation 1s clear although 1t 1s
unnecessarv to refer the matter to an advisory panel as
suggested by the report
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Determine how to minimize 1incorrect use of
obstetric procedures, such as inducing labor
prematurely or performing cesarean section
too soon by encouraging PSROs to do more
MCEs which are more thorough on obstetric
practices and aiding them to develop cri-
teria and standards for such evaluations

Department Comments

We concur The Department 1is concentrating considerable
effort on the development of sample criteria to assist
PSROs 1n establishing general standards for utilization
and quality of medical care Among these sample criteria
are components directed toward obstetric care and un-
necessary surgery Furthermore, the findings of the final
GAO report will be particularly useful in drawing PSRO
attention to specific 1ssues concerning the quality of
obstetric care The GAO recommended evaluation of existing
research should also be helpful in providing PSROs and the
program with more data and information on the true nature
and extent of the problems cited PSROs will be directed
to investigate the situation locally, and take corrective

action as necessary

Unfortunately, the PSROs are specifically faulted in the
report for failure to address sufficiently the quality of
obstetiic care in the MCE studies The conclusion was that
there 1s a lack of program interest in promoting good quality
obstetiic care It 1s our view that using obstetrics as an
example of where the program 1s failing, places a dispropor-
tionate emphasis on that particular medical service area.
This 1s especially true where an analysis 1s based on the
frequency of MCE reports with this topic heading Under
current guidelines the program does not specify the topic
areas for MCE studies that are conducted by PSROs, or de-
legated hospitals MCE subject matter 1s based solely on
locally perceived priorities as determined by the number of
discharges, and these are usually divided among four service
areas, including obstetrics, medical, surgery, and pediatrics,
and also the emergency room, X-ray, pathology, and radiology
The vast majority of patients reviewed by PSROs under Title
XVIII (Medicare), Title XIX (Medicaid), and Title V (Child-
ren's Programs) are treated under medical or surgery It

can be therefore understood that most MCE topics will address
services of internal medicine and surgery rather than pedi-
atrics or obstetrics The lack of large numbers of MCEs
addressing obstetrics does not therefore imply a lack of
PSRO 1nterest 1n obstetric 1issues
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Emphasize health education, information, and
promotion activities on obstetric practices
for health care providers and the public

Department Comments

We concur. Both the Office of Disease Prevention and Health
Promotion and the NICHD will enhance their activities con-
cerning obstetrics, aiming at both providers and the publaic.
There are, however, activities already which are aimed at
promoting information dissemination and education of physi-
cians and the public about obstetric practices The task
force reports and the outcome of the NIH-NICHD Consensus
Development Conference on Antenatal Diagnosis will be pub-
lished as a monograph and will be distributed free of charge
to physicians In addition, two articles discussing the
Conference have appeared in the Journal of the American
Medical As<~ciation and others in a variety of medical pub-
lications, in the Ladies Home Journal and in Womens' Day as
previously mentioned

The current standards of prenatal care observed by HSA's
Bureau of Community Health Services programs and projects
already include education concerning procedures that may be
used during hospitalization for delivery The content of
such educa*-~~ will be periodically reviewed and updated
Close cooperation between service agencies and the Bureau
of Health Education of the Center for Disease Control 1is
indicated and will be fostered.

Finally, the Office of Population Affairs in the Office of
the Assistan®t Secretary for Health 1s preparing a review
of Federal Policies and programs 1in all aspects of repro-
duction and w~omen's health (e.g , pregnancy and family
planning) Some of the i1ssues raised in this report are
aadressed ir the review which upon publication will also
stimulate interest and tend to foster increased emphasis
in the agencies concerned with obstetric practices
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Technical Comments

There 1s a great deal of repetition in the document that could
profitably be deleted. In virtually every section there 1s a
relteration of FDA's responsibility, the lack of long-term
studies, the failure of the Federal government to support more
research, etc Since these findings refer to each of the five
practices discussed, 1t would seem economical to place them at
the end as a summary Exceptions could follow each sectionm,
thus requiring only one statement of these matters, The paper
would be considerably shortened and the reader might find his
way thiough 1t more quickly were this suggestion to be adopted

Page 3, line 5, last paragraph The sentence "The length of
this stage depends entirely on the amount of resistance the
infant must overcome.' This needs to be qualified to include
other factors which may result in dysfunctional labor (e g ,
congenital malformation of the baby and inadequate uterine
contractions)

Page 13, line 2, first paragraph There are a number of col-
laborative perinatal projects, the reference should be the
"NINCDS Collaborative Perinatal Project "

Page 16, beginning with line 9 To reflect accurately respon-
sibilities 1involved, sentence should read "In addition, local
PSROs could do more to establish medical care standards and
criteria, and encourage hospitals to perform additional medical
care evaluation studies in the area of obstetrics "

Page 17, line 4 We suggest that "PSROs MCEs of obstetric
practices have been infrequent, due to priorities placed on
medical and surgery, which involve large numbers of admissions

Page 32, line 3, paragraph 2 The sentence '"Some have criti-
cized the project because patlents were not selected randomly,
and no control group was set up against which to weigh the data
found." The following should be inserted into the report The
NINCDS Collaborative Perinatal Project 1s a cochort study in
which 50,000 women were enrolled between 1957 and 1966 at twelve
major medical centers. Women seeking obstetrical care at these
twelve medical centers were enrolled in the NINCDS Collaborative
Perinatal Project, either all women at a given center or on a
random-selection basis The Project was designed to study cere-
bral palsy, mental retardation, and other neurological and sen-
sory disorders of infancy and childhood In the cohort of
children followed, those children with cerebral palsy are the
study cases and those children without cerebral palsy are the

controls
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Page 32, line 6, paragraph 2 The sentence reads "Also 1t

has been noted that the material presents problems of in-
terpretation because the data are so vast and so heterogeneous
that 1t 1s impossible to collate the many factors that may
affect the final interpretation " The vast amount of data
collected presents many problems of analysis and interpreta-
tion, but by using multivariate analytic techniques, the in-
terrelationship of large numbers of factors can be determined.

Page 34, last sentence of paragraph 2 While the Collaborative
Perinatal Project data are stated to be "quite old," the report
1n nurerous places calls for long-term (longitudinal) studies.
If children are to be followed from birth to age 7 or 8 years
or older so that definitive diagnoses can be made (particu-
larly learning disorders), it 1s inherent in the design of the
study that a significant time-span will have lapsed during the
course of the study

Page 35, line 14 It would be more correct to state that
"PSROs and hospitals are encouraged to conduct MCEs on all
patients rather than just Federal patients in order to obtain
a better analysis of practice patterns "

Page 36, line 2 We suggest an additional sentence "
cuphas.s v this area  Most topics selected for MCEs have
centered on more frequent medical-surgical admissions HEW
has not 1issued guidelines "

Page 36, line 22 We suggest an additional sentence "
objectives or findings One reason for this 1s that some of
the information 1s protected under guidelines governing the
confidentiality of patients and practitioners Therefore "

Page 37, 1line 10 To avoid a misleading impression we suggest
this read, " study objectives, the occurrence of small
numbers of cases, particularly in smaller hospitals (ranging
from ")

Page 42, top of page The beginning of the sentence 1s missing.

Page 75, first sentence of paragraph 2 The Brackbill and
2roman study 1s best described as '"in progress "

Page 85, liue 8, paragraph 2 Same comment as above Brackbill
and Broman study 1s '"in progress "

Page 89, line 10, paragraph 3 Questions concerning the Brack-
b1ll and Broman study have not dealt with the "data base," but
rather with the "analytic methodology " The second studv under-
way has not been presented for professional or public discussion
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Page 105, last line of paragraph 2 Two flaws of the study
are cited In regard to the first point, the study was not
designed primarily to evaluate methods of delivery (see
comment concerned with page 32, line 3, above) In regard
to the second comment, all deliveries were made 1in major
medical centers which were either university-based or
university-affiliated and the quality and supervision of
obstetrical care were commensurate with the standards

maintained by these centers.

(102035)
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